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Department of Energy 
Ohio Field Office 

Fernald Area Office 
P. 0. Box 538705 

Cincinnati, Ohio 45253-8705 
(51 3) 648-31 55 

APR 0 3 -7 

-Mr. James A. Saric, Remedial Project Director 
U.S. Environmental Protection Agency 
Region V-SRF-5J 
77 West Jackson Boulevard 
Chicago, Illinois 60604-3590 

Mr. Tom Schneider, Project Manager 
Ohio Environmental Protection Agency 
401 East 5th Street 
Dayton, Ohio 45402-29 1 1 

1 Dear Mr. Saric and Mr. Schneider: 

PROPOSAL TO USE ON-SITE LABORATORY TO PERFORM CHEMICAL AND RADIOLOGICAL 
ANALYSES IN SUPPORT OF SOIL CERTIFICATION EFFORTS 

Reference: Facsimile, Saric to R.J. Janke, information packet concerning the, "FEMP 
On-site Laboratory Capability" (subject paraphrased), dated March 12, 1997. 

The Department of Energy, Fernald Environmental Management Project (DOE-FEMP) has 
reviewed the referenced facsimile concerning the capability of the on-site laboratory to 
perform chemical and radiological analyses, in accordance with the Site-Wide 
Comprehensive Environmental Response, Compensatlon, and Liability Act (CERCLA) Quality 
Assurance Project Plan (SCQ) requirements, for Analytical Support Levels (ASL) B, C, 
and D. The purpose of this letter is to (1) provide the requested documentation to show 
that the on-site laboratory has consistently demonstrated that it is capable of performing 
chemical and radiological analyses at ASLs B, C, and D in accordance with the requirements 
stipulated in the SCQ and (2) propose the use of FEMP laboratory to  support soil 
certification efforts in Area 1, Phase I (AlPI) activities as needed, as well as in future 
area-specific remediation efforts. 

The use of the FEMP laboratory in A lP l  certification activities will primarily be limited to  any 
re-certification efforts that may be needed in the event of initial certification failure. 
Through our weekly conference calls and regular A1 PllSoil Issues meetings updates, the 
U.S. Environmental Protection Agency (U.S. EPA) will be kept abreast of all current 
developments concerning A1 PI certification results and any potential certification unit 

I 

' failures. As you are aware, certification analyses for A l P l  are currently being performed 
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entirely at off-site laboratories; therefore, it is not expected that substantial numbers of 
analyses will need to be performed on-site. However, given the timecritical nature of the 
AlPl  activities, the use of the FEMP laboratoh for re-certification analyses, if needed, 
provides the FEMP additional flexibility. In terms Of future area-specific certification 
analyses, specific details as to the planned use of on-site laboratory capabilities as opposed 
to off-site, contract laboratories will be provided in the area-specific Integrated Remedial- _ _  

Design Packages. Through your review of the enclosed documentation, we are confident 
that you will find that the FEMP laboratory has adequately demonstrated the capabillty of 
generating data necessary to support the Operable Unit 5 (OU5) soil certification needs. 

I 

I-_- __I 

ADDroved Laboratow List 

As mentioned in the facsimile, the U.S. EPA received a letter from DOE, dated June 21, 
1994, which shows that the on-site lab was approved for chemical and radiological 
analyses at levels 6, C, and D. Enclosure 2 to this letter provides the current SCQ approved 
laboratory list which indicates that the on-site lab is approved for chemical and radiological 
analyses at levels 6, C, and D. Please note that the on-site laboratory has consistently 
maintained this level of approval since the submittal of the June 1994 letter. 

Annual &.&t of On-site Laboratow 

The referenced facsimile mentioned the fact that "there should be audit reports from 1995, 
1996, and possibly 1997 confirming the lab was audited and is operating acceptably for 
conducting radiological and chemical analysis at levels 6, C, and D." Enclosure 3 to this 
letter provides copies of the final audit reports for the 1995 and 1996 audits of the on-site 
laboratory, along with a copy of the draft report for the recently completed 1997 audit. 
With the exception of the 1997 audit, all issues raised in these audits were adequately 
addressed by the on-site laboratory. Once the 1997 audit report is finalized, the on-site 
laboratory will appropriately address all issues in accordance with the schedule defined by 
the report. As indicated by these reports the on-site laboratory is operating acceptably for 
conducting radiological and chemical analysis at levels 6, C, and D. 

Status 0 f Changes Reauested Durina EPA Aud& 

The referenced facsimile indicated that, "On January 9, 1995, EPA received a letter from 
DOE detailing how DOE has addressed EPA's previous comments on the on-site lab." The 
facsimile requested that DOE ". . . make sure these changes were indeed made . . . . " 
The FEMP has reviewed the U.S. EPA's previous comments on the on-site laboratory and 
has verified that these issues were appropriately addressed. The Fluor-Daniel Fernald (FDFI 
Quality Assurance organization also rechecked these issues during subsequent annual audits 
to ensure continued compliance on the U.S. EPA's findings and observations from the U.S. 
EPA 1994 audit. 
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Additional On-site Laboratow Performance Evaluation Proaramg 

In addition to complying with the SCQ requirements, the on-site laboratory has been and is 
currently a very successful participant In several external Performance Evaluations Programs 
(PEP) which further demonstrate operational proficiency over and above the requirements of 
the SCQ. These PEPS. include: 

-_I__ ____I____- 

The FDF Inter-laboratory Data Comparability (IDC) program for metals, inorganlcs, 
organics and radiological analyses (participant since its Inception); 

The DOE Environmental Measurements Laboratory (EML) Program Evaluation Pian 
from the Hazardous Analytical Substance List (HASL) for radiological analyses 
(participant since 1989); 

The DOE Mixed Analyte Performance Evaluation Program (MAPEP) from Idaho Falls 
for both metals and radiological analyses (participant since initiation in 1995); 

The US.  EPA Environmental Monitoring Systems Laboratory (EMSL) program from 
Las Vegas for radiological analyses (participant since 1990); 

Laboratory performance Evaluation Study (Discharge Monitoring Report Quality 
assurance Program (DMR QA); 

Analytical Products Group Proficiency Environmental Testing (APG-PET) for water 
testing. 

American Industrial Hygiene Association (AIHA) Bulk Asbestos Proficiency Testing 
Program; 

The National Institute for Standards and Testing (NIST) Bulk Asbestos Identification 
Program as part of the NIST accreditation program. 

PEPs most relevant to the Soils Certification Project include the FDF IDC Program for 
metals, inorganics, organics and radiological analyses; the DOE EML PEP from the HASL for 
radiological analyses: the DOE MAPEP from Idaho Falls for both metals and radiological 
analyses; and the U.S. EPA EMSL program from Las Vegas for radiological analyses. The 
on-site lab has consistently placed first or second in the IDC program and has also 
demonstrated high performance capability in the other PEPs. 

," 

In conclusion, the on-site laboratory has demonstrated through the 1994 U.S. EPA audit, 
the annual SCQ and RM-0012 (per 10 CFR Part 830.120) audits by the FDF Quality 
Assurance (OA) organization, and the excellent performance in numerous external PEPs, 
that it is capable of performing radiochemical and chemical analyses at the ASLs 6, C, 
and D. 
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If you have any questions regarding this matter, please contact me at (513) 648-3139, or 
Robert Janke at (513) 648-3124. 

I Sincerely, 

FEMP: R. J . Janke 

Enclosures: As stated 

cc w1encs: 

Fernald Remedial Action 
Project Manager 

N. Haliein, EM421CLOV 
G. Jablonowski, USEPA-V, SHREW 
R. Beaumier, TPSS1DERR. OEPA-Columbus 
M. Rochotte, OEPA-Columbus 
T. Schneider, OEPA-Dayton (total of 3 copies of enc.) 
F. Bell, ATSDR 
D. S. Ward, GeoTrans 
R. Vandegrift, ODOH 
S. McLellan, PRC 
D. Carr, FDF19 
R. Friske, FDF152-3 
T. Hagen, FDF165-2 
J. Harmon, FDF19O 
A. Hunt, FDF152-5 
A. Meyer, FDF135 
C. Sutton, FDF135 
AR Coordinatod78 

cc w lo  encs: 

A. Tanner, DOE-FEMP 
C. Little, FDFl2 
EDC, FDF152-7 
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bcc wlencs: 

M. Davis, ANL 
R. Johnson, ANL 
K. Picel, ANL 

K. Miller, DOE-EML 
- I . _F is .enne , -DOE-~L~~_  __ ___- _. --I_ ~ - - ~  - -  - 
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ENCLOSURE I 

FACSIMILE, INFORMATION PACKET 
CONCERNING FEMP ON-SITE LABORATORY 
FROM J. §ARK TO 
MARCH 12, 1997 

i 

R.J. JANKE, DATED 

L 



DATE: MARCH 12, 1997 

TO: ROB J A W €  

FROM JIMSATUC 

PAGES, 16 

.- 

Rob 

Enclosed are several letters regardmg lab audlts and thc  SCQ I rewewed the vmous revisions of' 
the SCQ and they odv showed the on-slte lab to be approved for radionuclides and TAL analysis 
at levels B and E However, the June 2 1, 1994, letter shows the on-slte lab approved for 
chemical and radiologcal analysis at levels B,C, and D The audit date was January 1994 and the 
required audlt frequency was annual 

I 
I On October 27, 1994, EPA auditors audited the on-site lab and looked at FERMCO's lab auditing 

procedure Several Coinmcnrs were made on the lab. EPA felt the lab was operating adequately 
and that the audit procedure was also acceptable, however the audit procedure required follow-up 
and timelines for a lab to meet required changes. 

I 

l ._  

! '  

On January 19. 1995, EPA received a letter from DOE detailing how DOE has ;tJLicssed EPA's 
previous comments on the on-site lab. 

I 

DOE should check to make sure these changes were indeed made and there should be audit 
repons from 1995, 1996, and possibly I997 confirming the lab was audited and is operating 
acceptably for conducting radiolo@cal and chemical analysis at levels B,C, and D. 5 

The enclosed pages should help you find the audit reports. Once found you should send 
me to confirm that the on-site lab is acceptable. On a related note, the SCQ folks should . .  

making sure this audit process is occurring as specified in  the June 21,'1994, . . .  letter. If 
. .  labs have been added another letter is required. I-': ' . 

. .  

. -  ......... . _. . .  
. .  . .  

. . . . . . .  , ~ T .  . .  . . . .  . . . . .  ...... 
. ........ - . . .  . 
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JAN 1 9 1995 

Mr. James A .  Saric 
United States Environmental Protection Agency 

77 Uest Jackson Boulevard 
Chicago, Illinois 60604-3590 

Region V 

Dear Mr. S a r i c :  i 

RESPONSE TO OCTOBER 27, 1994 FERNAU) MVIROIOIENTAL RESTORATION RANA6E?!€NT 
~CORPORATTOW LABORATORY QUALITY AUDIT 

The Department of Energy, Ferna ld  Area Office has reviewed your audit 
findings, and has  instructed our contractor, Fernald Environmental Restoration 
Management Corporation (FERMCO), to make your suggested corrections i n  
response to your findings and concerns. 
correction o f  the issues is included In the enclosed letter from FERHCO. 

The documentation to veri fy  

It was our pleasure to have your staff v i s i t  the site and provide i n p u t  t o  
improve our Laboratory Quality Assurance Program. For more information or 
comments, p l e a s e  contact Howard Etkind at (513) 648-3158. 

5 i ncerei y , 

FN: Etki nd Director 

Enclosure: As Stated 

cc w/enc: 

Patrick J. Churil 
Brian Freeman, US 

cc w/o enc: 

a ,  US €PA V 
EPA V 

C. Sutton, FERMC0/35 

. .  . .. 

-. . . 

. -  



U. S. Department of Energy 
Fernald Environmental Management Project 
L e t t e r  No. C:OP:95-0061 

Mr. Walter J. Quaider 
Acting Associate Director 
Office of Safety Assessment 
Department of Energy 
Fernald Area Office 
P .  0. Box 538705 
Cincinnati, Ohio 45253-8705 

Dear Mr. Quaider: .. . . .  - .. ... . . . , . ,  . . .  

CONTRACT DE-AC24-920H21972, ENVIRONflENTAL PROTECTION AGENCY LABORATORY AUDIT 

Reference: Letter number DOE-0355-95. Walter J. Quaider to Don Ofte, 
"Environmental Protection Agency Laboratory Audit," dated January 3 ,  
1995 

In their October  27, 1994 audit o f  the Fernald on-site laboratory, the USEPA 
requested that certain steps be taken to improve the 1 aboratory's performance. 
FERMCO has implemented, or is in the act o f  implementing, corrective actions 
relative to the USEPA audit findings. These corrective actions-are 
bel ow. 

FINDING # l  Several SOPS previously noted as being out o f  date 
updated. In particular, 9031 - Data Management and R - Mercury by Cold Vapor AA and 9012 - TCCP have n o t  

. .  .'Li .--, . . .-. --- ..., . ,.. . . . .  ' .  

RESPONSE: The Analytical Laboratory Services Department procedure program 
requires a1 1 1 aboratory procedures and methods to be revlewed22ery 4+fK 

two years to ensure technlcal accuracy and compliance with current _-  
requirements. All three documents noted in the findings (9031, - 
9103, 9012) have been reviewed per this requirement and are 
currently in the process o f  revision in accordance wlth 257-0-0001, * 

"Analytical Laboratory Servjces Department Document Processing and 
Implementation." Listed below Is the current status of  each 
document ': 

1 .  9031, "Management and Reporting o f  Analytical Laboratory 
Results" - The author i s  performing t h e  initial review of the 

'. I 
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document to ensure that all technical changes are 
i ncorpor a t ed . 

2. 9103, "SW846:7470, 7471/Cold Vapor Technique for the 
determination o f  Mercury in Liquid, Sol id, and Sediment 
Samples using the Leeman PSZOO Automated Mercury Analyzer" - 
The document is currently being reviewed by laboratory 
personnel prior to being transmitted f o r  formal review. 

3 .  9012, "Toxic1 ty Characteristics Leaching Procedure (TCLP) for 
Metallic Analytes" - The document h a s  completed formal review 
and is in the review comment resolution stage. 

FINDIN6 t 2  Blank spaces are still abundant on printed forms and laboratory 
For evidentiary purposes, all unused spaces should be Z'd 'logbooks. 

out, initialed and dated or marked N / A .  

RESPONSE; The Analytical Laboratory Services ( A L S )  Department has a procedure 
(SOP 9007) entitled "Log Keeping Procedure." This procedure clearly 
addresses the treatment o f  blank spaces. To remind chemists not to 
leave blank spaces in log books, an instruction list for filling out 
log books w i l l  be taped  in the front cover o f  'each l o g  book by the 
end of January, 1995. 

OBSERVATION #A Weights used to check balances were not recently calibrated. 
The balance in the sample receiving area d i d  not have a ,check 
weight present. 

RESPONSE : As of O'ctober 27, 1994 a77 balance check weights were 
themselves checked in order to assess their quality and 
condition as required by ALS Departmental Procedure 257-D-0008 
entitled "Instrument and Equipment Repair, Calibration, and 
Preventative Maintenance." 

f ,$- -&r&g*' . . . ,:. . . . . ._ . . . . . . '  . . . - _ .  
, .. . , .L.. ... . . .... . 

. . _ .  

Each weight was weighed on a balance whose calibration was 
certified, and the measured value was compared to the known 
value ( i . e . ,  the mass stamped on the weight). In the V a s t  
majority of cases, the measured value was exactly equal to the 
known mass wlth an accuracy of three decimal places. Only two 
weights showed any variation from the mass stamped on each 
weight. In all cases, t h i s  variation was no greater that one 
mil 1 igram from the nominal value, which equated to a deviation 
o f  0.1% or less. Based on thls testing it i s  our conclusion 
that all the balance check weights are suitable for u s e .  
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t e r  J .  Q u a i d e r  
N O .  C:OP:95-0061 

S l n c e  t h i s  t e s t i n g  was done ,  t h e  ALS Depar tment  has  p u r c h a s e d  
a se t  o f  c e r t i f i e d  w e i g h t s  r a n g i n g  from 1 mg t o  lOOg t o  be  
used  t o  check  b a l a n c e  w e i g h t s  t o  f u r t h e r  enhance  the ALS 
B a l a n c e  C e r t i f i c a t i o n  Program. 

The s c a l e  i n  the  sample  r e c e t v i n g  a r e a  i s  n o t  used  t o  g e n e r a t e  
any  t y p e  o f  a n a l y t i c a l  d a t a .  R a t h e r ,  It i s  used t o  r e c o r d  
g r o s s  w e l g h t s  ( i n c l u d i n g  c o n t a i n e r s )  f o r  sample  s h i p p i n g  

8 p u r p o s e s .  T h i s  b a l a n c e  h a s  no check we igh t  b e c a u s e  h i g h  
a c c u r a c y  i s  n o t  needed .  N o n e t h e l e s s ,  t h i s  s c a l e  i s  p a r t  of 
t h e  ALS Depar tment  C a l i b r a t i o n  Program and i s  r e g u l a r l y  
c a l i b r a t e d  by the  F e r n a l d  Scale Shop.  

OBSERVATION R2 L a b e l s  on sample  c o n t a i n e r s  in the  sample  r e c e i v i n g  a r e a  were 
o b s e r v e d  t o  have  i n f o r r n a t l o n  s c r a t c h e d  o u t .  I t  i s  unknown 
w h e t h e r  t h f s  o c c u r r e d  i n  t h e  f i e l d  o r  i n  t h e  l a b o r a t o r y .  NO 
i n f o r m a t  i o n  s h o u l d  be ob1 i t e r a t e d .  Changes s h o u l d  be made 
w i t h  a s i n g l e  l i n e  t h r o u g h  t h e  o l d  i n f o r m a t i o n  and i n i t i a l e d  
and dated .  

RESPONSE : A l e t t e r  was s e n t  an J a n u a r y  6 ,  1995 (M:ENV(ALS):95-0026) t o  
a1 1 managers  o f  1 a b o r a t o r y  p e r s o n n e l  and f i e l d  sampl i n g  
p e r s o n n e l  apprlsing them o f  the above  USEPA o b s e r v a t i o n .  This 
l e t t e r  g a v e  t h e  f o l l o w i n g  l n s t r u c t i o n s  t o  l a b o r a t o r y  and f i e l d  
s a m p l i n g  p e r s o n n e l :  _.-... . . 

. .  . ...._.. i-z- .  . . . ,. ,.. *.., - ~ .  :.. . . . .  . 

The FERMCO driver for t h i s  iebuirement i s  the 
Assurance Program Description RN-0012, Rev. 2. 

4 . 2 . 7  "Qua? i t y  Assurance Records s h a l l  not be 
erased or ob1 iterated when revised. 
Instead, a single line should be drawn 
through errors or items to be deleted. The ---- 
person making a revision shall initial and 
d a t e  the revision." 

Please advise the samplers o r  laboratory technicians in your 
respective organizations t o  have a heightened awareness 
regarding t h i s  issue. As part of the sample receipt process 
in the Sample Processing Laboratory (SPL), the technfcians 
w i l l  a l s o  scrutinize t h e  sample labels and associated 
documentation f o r  scratched out information. 
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----- - __- 
- - l_- ---- ---- - - 

- 

-------_-_I-_--________ _ _ _ _  ___ 

Fjna'ily, the Manager o f  the ALS Department h a s  asked FERMCO's 
Quality Assurance Department to schedule a surveillance t o  
address t h e  successfulness of the above instructlons. This 
surveillance i s  scheduled f o r  the 2nd quarter o f  FY95. 

. O B S E R V A T I O N  t 3  

RESPONSE: 

OBSERVATION lu4 

RESPONSE: 

The Graphite Furnace Maintenance Logbook numbered 94-035 
contained entries w i t h  dates earlier than the beginnlng date 
on the cover o f  the logbook. f o r  evidentiary purposes this 
inconsistency needs to be avoided. 

The Graphite Furnace Malntenance Log Number 94-035 has been 
corrected to display the correct dates the logbook entries 
cover. 

A L S  Dep,artment Procedure (SOP 9007) entitled "Log Keeping 
Procedure," will be modified to specify accurately dating the 
front cover and the inclusion o f  date checking a s  part of a 
Supervisor's logbook inspection responsibility. 

There i s  no evidence o f  supervisory or quality assurance 
inspection o f  l o g b o o k s .  We recommend that logbooks be 
periodically examined by management for consistency and 
completeness. 

Logbooks are regularly inspected by Analytical Laboratory 
Supervisors in accordance wi th  SOP 9007 ("Log Keeping 
Requirements"). The logbooks in question reslde i n  the SXinple 
Processing Laboratory, which i s  responsible for sample 
receipt, distribution, and shipping. 

The Supervisor of this laboratory began a weekly routine of 
checking all logbooks: sample transfer logbooks and 
refrigerator logbooks. The supervisor signs the bottom O f  
each logbook page verifying that a l l  fields have been entered 
correctly. 
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I f  you have any q u e s t i o n s  concerning t h i s  document ,  p l e a s e  c o n t a c t  Chris Sutton,  
Analyt  I c a l  L a b o r a t o r y  Services Department Manager, a t  738-9450. 

Sincerely , 

Don Ofte 
P r e s i d e n t  

DO : C S  : eab 

C :  L .  E .  P a r s o n s ,  DOE C o n t r a c t  S p e c i a l i s t  
R. 0. George 
F l l e  Record S t o r a g e  Copy 102.1 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION 5 

77 WEST JACKSON BOULEVARD 
CHICAGO, IL 60604-3590 

MEMORANDW 

SUBJECT: Review of FEMP Q A  Audit Program 

FROM : Patrick J. Churilla, Chemist, 
I - 

Contract Analytical Services Section 

Waste Management Division 
TO : James Saric, Remedial Project Manager, 

In response to your request for a review of FEMP'6 QA audi t  
program, I examined previous FEMP Laboratory Audit Checklists and 
audit SOPs and visited the FERMCO laboratory to evaluate t h e  
effectiveness of the auditing process. In general, the FEMP QA 
Audit Program is working very well. Below are my specific 
findings : 

1. The audit checklist used by FEMP is very t h o r o u g h ,  covering 
the analytical processes, quality assurance, project management and 
documentation. 

2 .  
consistent. However, two areas could have better documentation: 

The FEMP Audit Program SOPS are clearly written and internally 

a) The process 'for developing a u d i t  checklists should be 

+*e Par .. . 
more clearly described. It i t .+< . I  

_ .  , - . . . . . . , . . 
- are added to the checklist. 

i .; , . .  . -. . ... .'-. . . .  
b) A mechanism for setting t i m e  limits for la 

coxpliance should be added to the a u d i t  SOP. Several f i n d i n g s  of 
our audit were the same as t h o s e  from the FERMCO audit conducted on 
January 2 5 - 2 8 ,  1994 and concerned the updating of lab SOPs. These 
are documented in our audit report. 

3. The on-site laboratory audit revealed an efficiently rUnnhg 
laboratory with only a few evidentiary i s s u e s  that need to be 

In conclus ion . ,  my opinion is t h a t  the auditing process developed by 
FEMP is adequately evaluating the performance of the laboratories 
being used in the Fernald clean-up project. However, it does not 
sufficiently track the implementation of its a u d i t  recommendations. 
We recommend that future audits include timeframes f o r  laboratory 

_-  

addressed. Technical performance w a s  very good. . .  

80'd 92w3 ESE Z I E  
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, , : ._:  . . . . . . . . . . .  
compliance. These timeframes provide the lab w i t h  EI helpful :,+.: . :. ,:;;=<sip,+: -. .E"?.., :.: 
reminder to implement necessary quality c o n t r o l s .  

If you have a n y  questions please call Brian Freeman at (312)-353- 
2720 or Patrick Churilla at (312)-353-5210. 

I-- - -- 
---_ - 

..... . . 

60'd 

.. :. . 
. . . . . . . .  .. : ;. . 
. . . . . . . . .  . .  . <-, . ..: ,::* .). 



I' 
... . ._ I 

. .  ..''.,i *,. .i. '-. ..... 
. .  .A . . . . . . .  >'.. . .  

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
REGION 5 . . .  . . . . .  . ' 7 '  

_. ,,. : _,. --.. .... .: ....... . . .  :... :.*:. 

. .  77 WEST JACKSON BOIJLEVARO , - .  

CHICAGO, IL 60604-3590 

. . . . . . . .  

SUBJECT: Review of FERMCO Laboratories Fl& .*.4-. . - ~. 
I,.., ' .  . :. , a' 

I 
L 1 . T  !.. !.. t - , l ~ . * . , ,  ' . I  i ,q  . , - -  FROM : Patrick J. Churilla, Chemist, 

Contract Analytical Services Section 

Brian Freeman, Chemist, 
Contract Analytical Ser 

Waste Management D i v i s i o n  
TO : James S a r i c ,  Remedial Project Manager, 

A s  r e q u e s t e d ,  An on-site audit of the FERMCO laborator 
conducted on Oct. 27, 1994 to evaluate the lab's analytical and 
custodial procedures ,  determine the  adequacy of the  current 
auditing program and d e t e r m i n e  if past recommendations had been 
implemented. 

1. Several  findings of our audit were the same as those  from the 
FERMCO audit conducted on January 25-28, 1994. This indicates that 
the audit resolution process needs t o  be improved. These r.epeat 
findings are as follows: 

. . . . . . . . . . .  *; ...... _. <.-- 
~ . .  , , ' . .- :* .-.. ..r..l._ 

b) B l a n k  spaces are ' still abundant on"printed forms unu 
laboratory 1.ogbooks. For evidentiary purposes all unused . , ~  

....... spaces should be Z'd out, initialed and dated or marked N/A. . .  &- 
. . .  

Two previous findings which 'were corrected were: 

a) 

b) 
particular method being used recorded.  

. , .. 

. . . .  
Previously unavailable instrument detection limit 

ICP logbooks which lacked method information no 
present. . . ',, : ? .! .. - 7.. , .  , . 

3. 
practices which should be addressed: 

In addition to t h e  above findings we observed the fallowing 



a) Weights used to check balances were not recently 
calibrated. The balance in the sample receiving area did n o t  
have a check weight present. 

b) Labels on sample containers in the sample r e c e i v i n g  area 
were observed to have information scratched out. It is 
unknown whether t h i s  occurred in the f i e l d  or i n  the 
laboratory. No information should  be obliterated. Changes 

-- ~~-shou-l-d--be--made-w-i-t-h-a-s-i-ng1e--line_thr~ough__t_he o ld  i n f  oqmation 

c) The Graphite Furnace Maintenance Logbook numbered 94-035 
contained entries with dates earlier than the beginning date 
on t h e  cover of the logbook. For evidentiary purposes this 
inconsistency needs to be avoided. 

d) There is no evidence of supervisory or quality assurance 
inspection of logbooks. We recommend that logbooks be 
periodically examined by management for consistency and 
completeness. 

and initialed and dated. q&Z&~.y 
_ _ ~ -  -- - 

' 

In summary, our opinion is that the laboratory is cur 
operating acceptably with only minor changes required to maintain 
the h i g h  evidentiary requirements of the Fernald clean-up project. 
The only analytical finding that  we have is to more freqUently ~ 

check the weights used i n  measuring the samples. 

If you h a v e  any questions please call Brian,Freernan at (312)-353- 
2720 or Patrick Churilla at (312)-353-6175. 

. . . .  

. . . . .  . . . . . . .  .._ . . . .  -.. . . .  . . . . . . . .  . . . . . . . . . . . . . . .  ..... _ _  . . . .  . I  - .  . .  

- . .  - ... 
_. . 
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Department of Energy 
Fernald Environmental Management Project 

I? 0. Box 398705 
Cincinnati, Ohio 45239-8705 

(513) 648-3155 
'\ 

JUN 211994 
DOE- 1948-94 

. . .  ..... : . ,  :,. ... ....- . . . . . . . . . . . . . .  
. *,.- . . . . .  

( 7  . .  .-.A_- - -- - -..,~ . - ...L.Lu .r: . . . .  : -2 . . . . . . . .  . .  
. .  

~ 

-I____ 

__ Mr. James A .  Saric, Remedial Project Manager 
U . S . Env i ronmen t a 1 Protect i on Agency 
Region V - 5HRE-8J 
7 7  W .  3ackson.Boulevard 
Chicago, Illinois 60604-3590 

. a , . .  . . .  
. .  .. ' 

Mr. Tom Schneider, Project Manager 
Ohio Environmental Protection Agency ' . 

401 East F i f t h  Street 
. . .  I 

. .  . .  
. . . . . .  c/o . . .  . .  

Dayton, Ohio 45402-2911 .. , 

. ._. . .  

Dear Mr. S a r i c  and Mr. Schneider: 
,,,--mi,.>:: ..- ;: :,., ...... ..L.. . . . . .  . .  ,.'; . .  . .  ... . . .  . . .  . . .  . . . . . .  . .  

I n  accordance with the Fernald Environmental Management Project ( 
Sitewide Comprehenslve Environmental Response, Compensatlon, and 
( C E R C L A )  Quality Assurance Project Plan (SCQ), the enclosed FEMP 
laboratory list i s  submitted for your acceptance. The laboratori 
on the attached 1 ist h a v e  been audited in accordance w i t h  the req 
the S C Q  and have been approved by the FEMP for sample analysis of 
covered by t h e  S C Q .  

. .  

FEMP) 
Liability Act 
approved 
es indicated 
uirements o f  
activities 

...-. 

requirements. 
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K. A .  Chaney, E M - 4 2 3 , ' T R E V  
D. Kozlowski, EM-423, TREV 
A .  Alwan, USEPA-V 

J. Kwasniewski, OEPA-Columbus 
W .  J .  Kehew, DOE-FN 

G. Schupp, USEPA-V 

... . . .  . . .  
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H. w .  Richardson, FERMCO 
C .  S u t t o n ,  FERMCO 
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A R  Coordinator, FERMCO 
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ENCLOSURE 3 

ANNUAL AUDIT REPORTS FOR 

ON-SITE LABORATORY (1 995-1 997) 



~ M o m g m r + c o r p a a r i a r  

INTEROFFICE MEMORANDUM 

different areas o f  respons ib i l i t y  a t  FERMCO (ALS. OVA. and S&HL Therefore. the 
"findings" and "observations" are l i s t e d  on three attachments.. one for each 
responsible area. Management needs t o  evaluate a l l  " f indings" and "observations" 
associated within t h e i r  respective areas o f  respons ib i l i t y .  

To: Roy Cohen. MS52-2 0.b: March 14. 1995 
__----.___I Chris Sutton ___I MS35 ~ __ - _-_I._ - 

L e :  Various 

From: Stephen J .  Reutcke 

Locotion: MS81-3 aasw DOE DE-AC24-920R21972 

' 648-6165 

C: 

subject: Audit Report 19510. 
Anal y t i  cal Laboratory 
Services (AIS) & Data 
Val idat ion A c t i v i t i e s  

f i l e  Record Storage Copy 106.4.4.5 0. W. Hoover, MS43 
V Oaino. DOE/FN. MS45 0. S. Madsen, MS35 
0 .  J .  Eddy. MS81-1 G. P.  Ruesink. MS52-2 
M A .  F o r r e s t .  MS81 E. 8. Spencer. MS73 
S .  L .  Hinnefeld. MS31 J .  F.  Weissenberg. MS 81 
S. K .  K a s t e r .  OOE/FN. MS45 OR F i  l e  94-176 
R .  E. Kl ine. MS81-1 Audit Fi le-195-10 
L .  A .  Manning (Hal l iburton NUS) 



. .  - - _  . 

FERMCO NO. M: PQA: (PA) :95-0063 
March 14. 1995 
Page 2 

The Audit Team want to again thank you and your staff for their cooperation and 
Contributions during completion o f  the audit and follow-up activities. 

SJR:DWH:amp 
Attachment 



QUALITY MSURANCB AUDIT 195-10 
PEWCO ANALYTICAL LABORATORY SERVICES (ALS) 

AND 
DATA VALIDATION ACTIVITIES (DVA) 

.-- - 

DATE OF AUDIT: February 28, 1995 through March 2, 1995 

DATE O F  REPORT: March 7, 1995 

AUDIT LOCATION: FERMCO Work Activity Areas 

__ _ _  - - AUDIT-TEAM - - D .-W-.- -Hoover--( LA)-,-QA--Program-&-Mgmtl--Systems- - 

Laboratories and Data Validation Activities 

MEMBERS & M. A. Forrest (A), S a ,  CHP, & Waste Mgmt. 
ASSIGNMENTS: G. P. Ruesink (A), Organic & Inorganic 

L. A.  Manning ( A ) ,  Radiochemical Laboratory 
E. B. Spencer ( A ) ,  Sample & Data Management 

==Lead Auditor. .... APAuditor 
PURPOSE OF To assess the effectiveness of FERMCO's Quality 
AUDIT: and Management Systems for providing Analytical 

Laboratory Services (ALS) and conducting Data 
Validation Activities (DVAs) associated with providing analytical data 
and data packages, as required to support on-going projects at the 
FEMP. The state of implementation for the stated program requirements 
was an integral part of the audit activities. Since the majority of 
analytical data being produced is subject to legal scrutiny, FERMCO is 
required to conduct evaluations to assure that analytical processes 
and data reports produced are scientifically valid and legally 
defensible. , 

AUDIT SCOPE: Analyses required to support the on-going projects 
at the FENP are subject to all four different 

Analytical Support  Levels ( M L )  B, c, D, and E, as defined in the 
FERMCO SCQ (Document FD-1000). A s L s  are specified on FERMCO'S 
analytical requests for analysis/chain-of-custody documents for each 
set of samples submitted. 

Verify that FERMCO ALS and DV Departments have developed program 
control documents, as required, to effectively implement the 
requirements apecified in FERMCO's Quality Aseurance P l a n  (Document 
RM-0012) and FERMCO'B Sitewi.de CERCLA Quality Assurance Project Plan 
(SCQ, Document FD-1000). Verify that activities are performed in 
accordance with the requirements identified. 

In addition, status of corrective action implementation, associated 
with FERMCO audita 194-04 and 194-06 were evaluated. 

AUDIT FERMCO ALS and DV Departments have developed and 
CONCLUSIONS : implemented Management Systems, as rewired, to 

effectively support analytical data at ASL B for 
organic, inorganic, and radiochemical analyses. ASLa are defined in 
FERMCO's SCQ (Document F'D-1000, Section 2, Item 2.3.3). Previous 
FERMCO QA A u d i t a  194-04 and 194-06 are cloaed. In addition, DR-94- 
176 IS CLOSED, based on evaluation information detailed in Attachment 
1, audit Qbservation AO-95-0024. 

Page 1 of 7 
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QA AUDIT 195-10 
FERMCO ALS & DV ACTIVITIES 

. .JNDUCT OF An Audit Plan was prepared and issued to the ALS 

ALS, and DV representatives participated in the 
opening meeting held at 9:OO AM, Febnxary 28, 1995 in Analytical Lab 
Room 189. Since the original auditor assignments included two people 
from the Halliburton NUS Laboratory in Pittsburgh, a brief "auditors 
only" meeting was held following the opening meeting. 
was used to distribute auditor checklists and to reassign auditor 
areas of responsibility necessitated by a change of schedule for two 
of the originally assigned auditors (Dave Yesso and Melvin Boyd). 

AUDIT : and DV Departments on February 1, 1995. Auditors, 

This meeting 

Interviews/discussions were conducted with various ALS and DV 
Department personnel and managers. Program Plans, Procedures, and 
Record Files were reviewed and various operations/activities were 
observed, including but not limited to: Health & Safety Practices, 
Chemical Hygiene Plan implementation, QA & Management Systems, Sample 

' Processing activities, Organic-Inorganic-Radiochemical Laboratory 
operations, and Laboratory Data Management, Data Validation, and Waste 
Management activities. Copies of program control documents were 
provided to the audit team for evaluation on a very timely basis, when 
requested by audit team members. 

Forty-eight people from the various departments or groups, as 
identified below, attended meetings or were interviewed during conduct 
of audit activities. (Indicates Attendance at +Opening/++Closing 
Meetings) . 

0 

0 

0 

0 

0 

0 

ALS Management & Facilities Administration (11) - Chris 
Sutton+/**, Michele Miller+/+*, Nelson Weichold, Kathie 
Fisher, Debbie Reichard, Ellen HansmaM, Lisa Leick, Denise 
Arico, Wanda Burke, Angela Dees, and May Blanton. 

Sample Processing/Data Management (10) - Alex Duarte*/++, 
Donna Baker*/**, Mike Rolfes*/+*, Jenny Vance*/+*, Gordon 
Bell, Mark Cornell, Paul McSwigen, Doug Stark, Joel Wright, 
and Deanna Smith. 

Radiological & Isotopic Analyses (9)  - Ray Danahy*/+*, 
Harold Humphrey+/+*, Carl Bishop*/**, Bob Hellman*/**, A1 
Bacon, Virgil Lacy, Tim Dall, Mark Stewart, and Larry 
Herrick. 

. .  - -  - 

Organic/Inorganic Analyses ( 8 )  - Amy Meyer*/+*, John 
Gillespie, John Reilman, Barry Beegle, Ervin O ' B w a ,  Angela 
Brown, Alan Davis, and Debbie Brennan. 

Data Validation ( 8 )  - Dan Benedikt*/**, Sharon Blake, Jim 
Cross, Jim Chambers, Roy Cohen,'Rao Paturi, Marcia W i l t z ,  
and Holly Bradley. 

QA/QC ( 2 )  Steve Reutcke*/** and Bill Kelley +/*+. B i l l  
Kelley was interviewed during the audit concerning PE 
sample programs. 

Page 2 of 7 (BBBOBP$B 



QA AUDIT 195-10 
FERMCO ALS & DV ACTIVITIES _ _  - - _  . 

Cont d 
The audit close-out meeting was conducted at 3:OO PM, 
03/02/95 in U S  Room 189. A draft copy of the 
"findings" and "observations" identified during audit 
activities were provided to Laboratory Management after 
the close-out meeting. 

A U D I T  The audit activities and subsequent "findingats and 

Therefore, the "findings" and "observations" are listed 
on three attachments, one for each responsible area. Management needs 
to evaluate all "findings" and "observations" associated within their 
respective areas of responsibility. 

Corrective action responses for each individual "finding" listed in 
the attachments need to include actions taken to identify: 
cause; 2 . )  all completed work affecting the "finding" and an 
evaluation to assure that similar problems do not exist in other work 
areas; 3 . )  corrective actions that have been, or will be taken, to 
correct the problem and prevent recurrence; 4 . )  the person assigned 
responsibility f o r  implementing corrective actions; and 5 . )  a 
schedule date when corrective actions will be completed. 

"Observationsii listed in the attachments need to be evaluated by the 
appropriate management personnel. 
individual "obserrat1onii as shown above or, as a minimum, provide a 
description of the evaluation process and a conclusion statement. 

AUDIT DETAILS : 

__I RESPONSE 2obsemationslL.impact three-dif f erent-areas-of------- 
REQUIREMENTS: responsibility at FERMCO (ALS, DVA, and S a )  

1.) a root 

A response is required for each 

The following audit evaluation details are structured SO that they 
directly correlate to the criteria and requirements, as outlined in. 
FERMCO's QAPD, Document RM-0012. 

I. PROGRAM 

The ALS and DV Departments are organized in a manner that 
effectively supports FERMCO~S quality program requirements. 
Policy statements, endorsed by FERMCO and ALS Management, are 
prominent in all three Quality Assurance Program documents 
associated with providing analytical processes and data 
validation. They are: 1) FERMCO Site Document RM-0012, 
nEverybodyia Quality Assurance Program Description", 2) FERMCO 
Site Document FD-1000, "Sitewide CERCLA Quality Assurance Project 
Plan ( S C Q ) ,  and 3) CIO AC94-0109, "Analytical Laboratory Services 
Quality Assurance Management Plan. The ALS QAMP, Item 1.2 and 
1.3, deals with generation of scientifically valid and legally 
defensible data, produced with a high degree of ethical 
principles. 

Page 3 of 7 
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QA AUDIT 195-10 
. .  FERMCO ALS & DV ACTIVITIES 

.-_ 
PROGRAM - Cont'd 
Program Control Documents (including Quality Assurance Plans and 
Procedure Documents) show a strong commitment -to quality and 
ethical conduct throughout laboratory operations and data 
validation. The Satellite Accumulation Area was neat and orderly 
and requirements for maintenance of the SAA were effectively 
implemented. 

The Radiation Safety Program was developed and is implemented by 
the Radiation Safety Department within the Safety and Health 
Division. 
requirements, as identified in the SCQ (Section 1, Item 1.2) 

The program implemented is consistent with the 

U S ' S  Chemical Hygiene Plan (mp) was reviewed and judged as 
meeting the basic requirements specified in OSHA 29 CFR 
1910.1450. The CHP was reviewed and updated by ALS's Chemical 
Hygiene committee in January, 1995. CHP requirements, in 
general, appear to be effectively implemented. Considerable 
improvement was noted in CHP implementation since the last audit. 

Four qudit Qbservations (AO-95-0001 through A0-95-'0004), 
associated with "QA Program & Management Systems", are identified 
and detailed in Attachment 1 and 3. 

PERSONNEL TRAINING AND QUALIFICATION 

U S ' S  required quality levels for work are detailed in job 
descriptions showing minimum education and training requirements 
for each position. Program controls have been implemented to 
assure analyst proficiency in performing specific methods and/or 
procedures is documented and methods training is traceable to 
work being performed. Technical or analytical operations 
managers are responsible for implementing, approving, and 
verifying that employees are adequately trained. 
records are documented in subject matter files and were found to 
meet the baaic requirements, as specified in OSHA 29 CPR 
1910.1450 and OSHA 29 CFR 1910.120. 

Safety training 

One Audit Pinding. (AF-95-0001) and one audit pbservation (AO-95- 
O O O S ) ,  88aociated with "Personnel Training and Qualification", 
are identified and detailed in Attachments 1 and 2. 

QUALITY IMPROVEMENT 

ALS and DV programs include provisions that make every employee 
responsible for quality improvement. 
areas for improvement are included in self-appraisals (QC or PE 
samples), internal self-assessments, internal QA audits, and 
external audits. 
and implementing processes to detect, control, correct, and 
prevent quality problems and to promote.quality improvement. 
Considerable improvement was noted for this Criteria since the 
last audit. Page 4 of 7 

provisions for identifying 

Responsibilities are assigned for establishing 
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QA AUDIT 195-10 
_ _  FERMCO ALS & DV ACTIVITIES 

.-_ ._ . QUALITY IMPROVEMENT - Cont'd 
Four Audit Qbservation (AO-95-0006 through AO-95-00'09) , 
associated with "Quality Improvement", are identified and 
detailed in Attachment 1. 

4 .  DOCUMENTS AND RECORDS 

_-  ALS and DV Program-Documents-provide -systematic-methods -for-- - 
controlling preparation, issuance, use, and revision of program 
control documents. Individual responsibilities are assigned to 
confirm that correct issues of documents are distributed to 
controlled copy holders. 

In general, records that furnish documentary evidence of quality 
are specified, prepared, maintained, and protected against 
damage, deterioration, or l o s s .  

Employees are encouraged to report all work related in3uries and 
the appropriate document files are maintained by the Health & 
Safety Division. 

Five Audit rindings (AF-95-0002 through AF-95-0006) and seven 
Audit Qbservations AO-95-0010 through A0-95-0016), associated 
with "Documents and Recordstt, are identified and detailed in 
Attachments 1 and 2. 

5. WORK PROCESSES 

In general, ALS and DV have prepared and implemented program 
control documents, as required, to assure that work is performed 
under controlled conditions using technical standards, 
instructions, procedures or other appropriate means of detail 
commensurate with the complexity and risk of the work. 
Maintenance and calibration programs for analytical 
instrumentation are documented and were found to be in compliance 

The Sample Procesaing Laboratory (SPL) is to be especially 
commended for their ability to organize, distribute, and track 
sample and sample analyses reports for up to 600 samplesheek 
sent to the various on-site and off-site laboratories. 

Three audit Eindinga (AF-95-0007 through AP-95-0009) and two 
Audit Qbservations (AO-95-0017 and A0-95-0018), associated with 
"Work Processesn, are identified and detailed in Attachments 1 
and 2. 

with program requirements, with the exceptions noted. . 
* - -  .. 

6 .  DESIGN 

The FERMCO ALS laboratory design provides for separation of 
relatively "dirty" operations (e.g. sample receiving, sample 

Page 5 of 7 
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. QA AUDIT X95-10 
FERMCO ALS & DV ACTIVITIES . -  .-- - I -  DESIGN - Cont'd 

preparation, and glassware waohing) from "clean" analyela 
operatiom. Fume hoods, purified water, instrument air'and 
gases, computer equipment, and an abundance of bench space is 
available at analyst work stations. 

Program controls used to assure that data collection systems, 
computer programs, and software controljsecurity is the subject 
Of a special audit. Audit 195-03, scheduled to be conducted in 
mid-March-1995 will evaluate these processes. 

TWO Audit Qbservations (AO-95-0019 and A0-95-0020), associated 
with "Design", are identified and detai1ed.h Attachment 1. 

7. PROCUREMENT 

FERMCO A I S  have developed and implemented program controls, as 
required, to effectively control purchased materials and 
services. Program controls include assignment of responsibility 
f o r  post-purchasing control of materials, equipment, and 
services. 

8. INSPECTION AND ACCEPTANCE TESTING 

In general, FERMCO ALS have developed and implemented program 
controls, as required, for performing inspections and tests to 
assure that analytical systems are effectively functioning. 
Acceptance tests and performance criteria are required during 
instrument calibration processes. Laboratory 
instrument/equipment calibration and maintenance activity are 
documented in 'log books maintained for  each instrument. 

Analytical data generated in the laboratory is asaeased before it 
is reported to ensure that the data satisfies customer 
requirements. Data assessed include accuracy (bias) 0 precision, 
completeness, representiveness, and comparability. 

Three Audit Pindings ( A F - 9 5 - 0 0 1 0  through AF-95-0012) and three 
.Audit Qbservations (AO-95-0021 and AO-95-00231, associated with 
'Inspection and Acceptance Testing", are iden,tified and detailed 
in Attachment 1. 

9. MANAGEBENT ASSESSMENT 

ALS and DV employees are encouraged to continuously asseas and 
improve analytical processes/procedures, with proper 
authorization. A relatively new self-assessment program was 
implemented with the first assessment conducted in August, 1994. 
Laboratory group managers are responsible for resolving items 
identified during the assessment program. 

Page 6 of 7 
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QA AUDIT 195-10 

mRMc0 ALS C DV ACXIVITIES - -  

9 .  MANAG--&SESSMENT - Cont Id 
Performance evaluation and quality control sample results are 
provided to and reviewed by the ALS manager and other responsible 
laboratory managers. 

One audit Einding (AF-95-0013), associated with "Management 
Assessmenta, is identified and detailed in Attachment 1. 

10 INDEPENDENT ASSESSMENT 

The FERMCO Quality Assurance (QA) Division i schedules and conducts 
internal audits and surveillances, on an on-going basis. 
Although somewhat infrequent, ALS have been subjected to audits 
from external sources (DOE, USEPA, etc.). Items identified 
during the internal QA or external audit/surveillance processes 
are tracked to closure by both QA and ALS management. 

One audit Observation ( A O - 9 5 - 0 0 2 4 1 ,  associated with "Independent 
Assessmenta, is identified that resulted in the closure of an 
open deviation report (DR-176) as detailed in Attachment 1. 

Donald HooGer, Lead Auditor 
FERMCO QA Consultant 

4&& - 
kh d&. 
Lisa Manning, Auditor 
Halliburton NUS Labs 

Mary Ann Forrest, Auditor 
roject Management 

.M Grac Ruesink, Auditor 
FERMCO QA, Quality Systems 

Bonnie Spencer, Auditor 
FERMCO QA, Quality Certification 
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ATTACHWKNT 1 
WRIHCO INTERNAL AUDIT 195-10 - AUDIT EINoINGS 

SERVIC~S ( U S )  8- OF RESPONS-TY 8 

0 . 0  
u-95-0002 Program Control Documents (Administrative and Methods 

SOPS) are not being issued in a timely manner. A list 
showing program control documents (new issues and changes) that are 
currently "in ProcessR for change/issue was provided by ALS, 
Department Quality & Procedure Development. A cursory review of the 
listing shows that 13 requests (3 new issues and 10 changes) submitted 
during CY-1993 have not, as yet, been issued. The issue/change 
process needs to be more responsive to assure that activities are in 
compliance with program requirements. 

Nd 

* - *  *'*r----o. 

. *  I 

I :* 
8 6  

R e q u i r e m e n t :  The FERMCO QAPD, Document RM-0012 (Item 4.2.31, 
specifies that: "Timeliness guidelines shall be implemented for 
distribution of new or revised controlled documents." 

0 . 0  

AF-95 -0003 There is no chain-of-custody record that documents the 

preparation area to the isotopic analysis area. 
records of digestate samples needs to be routinely documented. 

transfer of digestates from the radiological sample 
Transfer of custody @11 

(&uireunent: 
\,specifies that: "Each laboratory must follow its established system 
.for assure that sample custody is documented for all movements of both 
.the sample and its extracts/digestates." 

FERMCO SCQ, Document FD-1000 (Item 7.2.1.1.8) , 

. . e  

AF-95-0004 Logbook #95-007 for Sample Preparation is not bound'nor 
are the pages consecutively numbered. Also, sign off 

sheets within the log were incomplete. 3 
R e q u i r a m e n t :  The ALS QAMP, Document CIO AC94-0109, Item 13.3.1. 
specifies that: "All logbooks are controlled documents and shall be 
bound, assigned a control number and have sequentially numbered 
pages. 

0 . .  

AF-95-0005 Thorium purifications are being performed from a draft 
revision to ALS SOP 256-S-2003. I 

I *- 
R e q u i r e m e n t :  The FERMCO SCQ, Document FD-1000 (Item 4.4.3) 8 includes 
requirements for providing and revision of controlled documents. 
FERMCO QAPD, Document RM-0012 (Item 4.2.3) specifies that: "FERMCO 
shall ensure controlled documents are distributed to and used by 
personnel performing work." 

The 

0 . 0  

AF-95-0006 Error correction has shown some improvement during the 
past year, however write-overs, obliterations, and 

radiochemistry lab. Notes in Logbook 4378 were not initialed and 
dated. 

undated corrections were present in most logs maintained in the 7 

Page 1 of 8 
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9 - 9 5 - 0 0 0 6 .  Cont I d 

Requirement: The FERMCO SCQ (Document FD-10001, Item 4.4.2.1, second 
paragraph, states: "corrections [to records] shall be made by drawing 
a single line through the incorrect information on hard copies, making 
the correct entry, and initialing and dating the revised entry. 

AF-95  -0007 ALS SOP 256-S-3015 (Radiometric Rapid Screening Method 

Matrices) does not include a correction for self absorption and-sets 
the maximum solid on the planchet at 50 mg. 
100 mg as a maximum. 
radiation, which is not applied to the rapid screen results, increasesrM 
from 1.5 at 50 mg solids to 2.5 at 100 mg solids. The 50 mg maximum 
needs to be enforced or a correction for self absorption needs to be 
included in the procedure and applied during screening. 

For Determination Of Alpha And Beta Activity In Various 

However, the analyst uses 
The self absorption correction factor for alpha 

e 

Requirement: U S  SOP 256-S-3015, Items 7.9 and 7.10, outlines the 
procedural steps involving the different sample sizes. 

0 . 0  

AF-95-0008 

the past several months. 
temperature swings. 

Requiremen:: The FERMCO QAPD, Document RM-0012 (Items 5.1 6i 5 . 2 )  
specifies that controls include: "controls which influence critical 
parameters of facility operations . . . . .  shall be accomplished under 
controlled conditions." 

Temperature recordings for ambient temperatures in the 
counting room have varied from 63 to 90 degrees F over 

The counting equipment is sensitive to e 

- w5y.-q[- ,. 0 . .  . .  

AF-95-0010 

preservation is required. 
transit. The pH of radiochemistry, VOA and metals samples are not 
verified and documented at the analyst level. 

Requirement: ALS CIO AC94-0109, item 9.3.1 states: ".....the 
analyst shall inspect and verify the material type and condition and 
confirm need for and identification of analysis."of samples upon 
receipt" and the FERMCO SCQ, Document FD-1000 (Item 12.4.3.1) 
specifies that laboratories shall have: "..... a routine that ensures 
compliance with preservation requirements." 

Samples are normally received in  the SPL with a pH 
strip attached to the sample container when 

The pH strip is often lost or damaged in 

0 . 0  
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ATTACBMENT 1 . .  

m C 0  INTgRNAt AUDIT 195-10 - AUDIT EIHDINQS 
I ~ - ~ O ~ T O  RY SERVICES (AL SI "AREA 08 RESPONSIBJLITY W 

AP-95-0011 Reagents, standards (stock and intermediate), tracer 

prepared and/or preparation is not adequately identified or documented 
for traceability purposes, as identified below: 

spike materials, and QC sample materials are not being 

a. Reagents and standards in the thorium purification - 
b. Standard 209-93-84 showed an expiration date of 09/27/94, * 

C. Stock and intermediate radiochemical standard solutions are 

laboratory are not assigned unique identification numbers. 

but the standard is still being used in the thorium 
purification laboratory. 

used, indefinitely, until exhausted. Evaporative losses can 
occur that would render the standard inaccurate. Expiration 
dates need to be identified with the option to re-verify or 
dispose of the solution when expired. 
re-verification of old versus new radiochemical working 
standards needs to be included in SOP documents for 
reference and consistency purposes. 
Reagent and standards logbooks are not reviewed on a 
quarterly basis by supervisory personnel. 

tracer spike and QC sample materials used in thorium 
purification. At the minimum, the solution ID number and 
mass or volume used needs to be documented. 

-I 

Criteria applied to 

d. 

e. NIST traceability is not documented in the logbook for 

Requirement: U S  SOP 257-D-0015, Items 8.5.3.2, 8.6, 8.2.11,.8.5.10, 
and 8.5.2, respectively. In addition, the FERMCO SCQ, Document FD- 
1000 (Appendix 8 ,  Form D-10, Item 5.1.4) shows: "A NIST or NIST- 
traceable, or equivalent agency standard material is used as an 
internal tracer f o r  each sample analysis". 

0 . 0  * 

AF- 95 -0012 
A more pro-active approach needs to 

be taken by developing a system that prompts and monitors the 
preventive maintenance and calibration activities on a routine basis. 
A number of non-compliance issues were identified during the audit and 

The ALS preventive maintenance and calibration programs 
are not adequate. 

include : 

a. 

b. 

C .  

Th.c calibration tag on a large scale lS-X268-SCH was noted 
to-be out-of-date and the equipment was not tagged as being 
out-of-serrice. Documentation was located that showed that 
the scale was calibrated, as required by Scale Maintenance 
SOP 52-S-1000, but the calibration tag was not replaced. 
GPC-1 was,out-of-service and out-of-calibration, but was not 
tagged as such. After being noticed during the audit, the 
unit was tagged, thus closing this item. 
The calibration frequency written on the gamma spectrometer 
calibration stickers were not in agreement with the 
calibration program requirements. 
was corrected as a result of this audit; the others were not 
corrected. 

The sticker for unit 4 
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FERMCO AYIT 195-10 - AUDIT PINDIN08 AND AUDIT QBSERVATIONS 

A N A ~ ~ C T X ~ - U L B O R A T O R Y  SERVICES (ALS) 0 AREA OF RgSP 0 NSSBILITX 8 

AF-95-0012  Cont d. 

d. 

e. 

f. Run logs are not maintained to document calibration 

Monthly preventive maintenance activities for the alpha 
spectrometers were not recorded in the maintenance log. 
Thermometers and thermocouples in the radiochemistry lab 
were not calibrated. 

maintained to demonstrate that calibrations have been 
performed and that corrective actions are systematically 
documented. 
A preventive maintenance schedule and/or program is not 
documented for isotopic, methanol, or TOX/TOC analysis. A 
programmatic system needs to be developed and implemented to 
address these activities. 

_ _ _ _  - - - - activities f-or-the-metals-laboratow-. -Run- loge-need-to-be __ 

g. 

Requirement: The FERMCO SCQ, Document FD-1000 (Items 8.4.1 and 
13.2) , FERMCO QAPD, Document RM-0012 (Item 5 . 2 1 ,  and ACS CIO AC94-0109 
(Items 5.2 and 6.0) establishes requirements for preventive 
maintenance and calibration programs and ALS SOP 257-D-008 address 
tag-out of instruments/equipment. 

0 . .  

AF-95-0013 

audits, NCs f o r  the sample/analysis processes, and items noted on 
safety inspection reports are tracked to closure by AFA but they do 
not track "deviations" identified during self assessments. 

Self Assessments are performed in accordance with CIO 
AC94-0109,  Item 13.4. DRs and CARS resulting from QA c$y 

Requirament: CIO AC94-0109,  Item 1 3 . 5 . 1  speci.fies that: "AFA shall 
track assessrnent/audit findings and assure resolution in accordance 
with Site Procedures, as applicable". 

0 . .  

m C O  AUDIT 195-10 - AUDIT QBSEavATIONS --;.!.+,,\:.. - 
.# _. - 

AO- 95-0001 Staffing & Resources...FERMCO is currently undergoing a 
"Voluntary - Reduction In Force" (V-RIF) action. The 0 

full impact o f  the V-RIF process will not be realized until after April, 
1995, but iW will, without doubt, have a negative impact on A I S  
activities. '8ha full extent of activities that will be affected bY the 
V-RIF cannot ba evaluated at this time. Reference FERMCO QAPD, Document 
RM-0012 (Management Policy) . 
A0 - 95 - 0 0 0 2 

the leaks' 
practices 

The roof leaks in many of the laboratory areas. In 
'addition to being a safety concern (wet-slippew floor?) 

could present a sample contamination problem. HoueekeePlng 
need to be improved in the following areas, as identified 

during audit activities: a,) Rooms C3S and c43 were especially dirty 
and were noted to have paint flaking from ceilings and walls; bo) Hoods 
were cluttered in Room 1 6 9 ;  

0- 

c.) Aisle was partially blocked in 
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FZRMCO INTgRNu AUDIT 195-10 - AUDIT QBSERVATIONS - _  --- 

AO- 9 5 - 0 0 02 Cont @ d 

CY Room 207; d.) A cart was blocking the control panel in Room 169, 
violating the 36O clearance OSHA Safety requirement; and e.) 
Radiological survey bulletin boards, located throughout the laboratory, 
did not have survey information posted and are not being used for their 
intended purpose. Reference FERMcO QAPD, Document RM-0012 (Item 1.3.3 
and 1.4.14). 

AO-95-0003 Requirements identified in ALSIs Chemical Hygiene Plan 

1910.1450. Emergency equipment was available in work areas and 
personnel were aware of the location of the equipment and requirements 
of the ,CHP. The following "observations" were noted. Reference FERMCO 
QAPD, Document RM-0012 (Item 1.3.31. 

( m p ) ,  in most areas, were in compliance with 29 CFR 

a. 

b. 
C. 

d. 

e .  
f. 
9- 

h. 

Three hoods have been tagged out for approximately one year 
(1-206, 1-220, and 1,-204). 
Hood 209C in Room 209 is alarming. 
Three items were noted in Room C43 (high level uranium 
processing area) : 1.) there is a safety show but no water; 
2 . )  there is no safety eyewash station; and 3 . )  there is no 
heat. 
The elevator at northwest end of the new north addition to the 
building is not operable. The elevator is needed for movement 
of heavy materials/equipment. 
The distilled water system in Room 206 is not working. 
Deionized water is not readily available in all laboratories. 
Conductivity meters are not calibrated nor used in 
Radioanalytical Laboratories. 
The emergency number label is not posted on the phone in Room 
207. 

c 

0 . 0  

AO-95-0005 Unacceptable interlaboratory comparison study and Q' 

investigated. Laboratory management are notified of the outliers, as 
reported, but they are not tracked to closure. Reference FERMCO QAPD, 
Document RM-0012, (Item 2 . 2 . 6 ) .  

AO-9s-0006 The 'Continuous Improvement" concept needs to be 
.promoted" in Sections 8 & 9 of CIO AC94-0109, Analytical 

Laboratory Services Quality Assurance Management Plan. aCOIltinuous 
Improvement i a  not specifically mentioned in the identified areas of the 
CIO. Document RM-0012, FERMCOIs Quality Assurance Program, Pages 14-18, 
shows a a s trong commitment to "continuous improvement It 
activities/processes. From information obtained during audit * 

interviews, apparently the CIO is being re-structured into a format 
comparable to RM-0012. This should provide assurance that requirements 
of RM-0012 are addressed in the ALS document. Reference FERMCO QAPD, 
Document RM-0012 (Item 3.0). 

0 . .  

QWperfonnance sample results are not formally \ 

0 . .  
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F-CO AUDIT 195-10 0 AUDIT QBSERVATIONS 

_ .  - -_  - 
A O - 9 5 - 0 0 0 7  The ALs QMP, Document AC94-0109, Item 8.4.4.1, first and 

last sentences, as presented, contradict each other. The 
first sentence should relate that: a) trip blanks consist of deionized 
distilled water prepared by QA/QC in the analytical laboratory; and b) 
trip blanks prepared by sample teams are prepared elsewhere. 

0 . .  

AO-95-0008 Efficiency and background checks for the gas proportional 
counters are not tranalated-into--contxo-l--chart-formatS-@ 

----for -eva-luat-i-oF RS-fSrenXFEfiCO QAPD, Document RM-0012 (Item 3.2.2) . __ - 

0 ’ .  0 

AO-95-0009 Two “observationsii associated with water purity within 
the laboratory areas were identified. Reference ALS 

. QAMP, Document CIO AC94-0109 (Item 4.1.2) and FERMCO 
P QAPD, Document RM-0012 (Item 3.2.3). 

a. The quality of reagent water in the radiochemistry lab is 
monitored on an after-the-fact basis through method blanks. 

b. The water source in the TOC/TOX laboratory is not checked for 
conductivity. Since the TOC/TOX laboratory analyzes 
constituents that cannot be monitored by conductivity, 
monitoring is not necessary for their operations. The problem 
is that other groups periodically obtain supposedly pure water 
from the TOC/TOX laboratory. 

for Y 

0 . 0  

AO- 9 5  - 00 10 Refrigerator logs in the GC/MS VOA area were incomplete. 
Column headings were not identified and recent entries \’c were either incomplete or missing. Logbook functions nFed to be clearly 

identified and column headings for documenting logbook entries need to 
be consistently identified. In addition, to ensure proper operation of 
refrigerators, daily monitoring must be performed on a routine basis. 
Reference FERMCO QAPD, Document RM-0012, Item 4.2.6. 

A O - 9 5 - 0 0 1 1  AL& program control documents do not identify mwho” is 
reaponeible for maintenance of working or historical 

.files nor do they specify retention requirements. W P ,  oz 
Document C I O  AC94-0109 (Items 3.7.2 and 10.2.11, identify documents 
created and controlled by U S  and Item 3.7.2 specifies that the records 
are maintained: in accordance with DOE Order 1324.2A. 

0 . .  

AO-95-0012 Supervisory review and approval of sample preparation and 
analysis logbooks in the radiochemistry laboratory are 

performed and documented on an infrequent basis (monthly t o  quarterly) .p, 
Several instances of “no review” were noted in the organics and metals 
areas. This is not good laboratory practice. Reference FERMCO QAPD, 
Document RM-0012 (Item 4.2.6). 

+- 

0 , .  0 

Reference 

- 

0 . 0  
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BllcBwCO INTERNAL AUDIT 195-10 - AUDIT QBSBRVATIONS 

_ .  - - -  - 
AO-95-0013 The Satellite Accumulation Area (SAA) work station 

The latest revision (Revision 3) was issued on October 18, 1994;  ALS 
needs to make 8ure responsibilities are assigned and that work stations 
are routinely monitored to assure that the most current issues of SOPS f 
are readily available at the user level. Reference FERMCO QAPD, 
Document RM-0012 (Item 4 . 2 . 3 ) .  

0 . 0  

contained an out-dated copy (Revision 2 )  of SSOP-0035. 

AO-95-0014 Procedures that describe Sample Management work 
activities associated with the FACTS system appear to be 

unnecessarily fragmented. Procedures appear to need review and 
compilation/reorganization. Reference FERMCO QAPD, Document RM-0012 
(Item 4.2.1). 

0 . 0  

p' 

t< 

AO-95-0018 Only the last five digits of the FACTS sample c 

AO-95-0017 Corrective actions are not routinely noted in VOA run 

identify reasoning for reanalysis, etc. Reference ALS QAMP, Document 
AC94-0109 (Item 9.6.1). 

0 . 0  

logs. Corrective actions need to be documented to 

identification number are recorded in the alpha 
spectrometry run log book. This practice does not provide for unique 
sample traceability in the identified log book. Reference FERMCO QAPD, 
Document RM-0012 (Item 5 . 4 . 9 ) .  

0 . .  

AO-95-0019 Three "observations" were identified associated with 
spreadsheets and worksheets prepared by analysts in the 

Thermal Mass Spectrometry Laboratory. Reference FERMCO QAPD, Document 
RM-0012 (Item 6 . 2 . 6 ,  6 . 2 . 7 ,  and 5.3.9, respectively). 

a. Spreadsheets for CCV, LCS, duplicates, and unit conversions 
have not been verified to ensure that the calculations being 
performed are correct. A systematic check of spreadsheets 
needs to be performed on a routine baeis to emure that 
conversions being made are accurate. 

b. Data entered on spreadsheets is not cross-checked. Cross 
checks need to be performed to ensure that data has been 
entered corre'ct ly . 

C. Analyst identification is not documented on worksheets used 
for tray loading. Preparatory sheets need to document analyst 
identification for traceability purposes. 

0 . .  

c 

AO-95-0020 The three "observations" listed below were identified 
during this audit but will be more thoroughly evaluated 

during Audit 195-03 (Computer Software Validation, FACTS and SWIFT). 
scheduled to be conducted in mid-March, 1995. 

laboratories and software are not virus checked prior to use. 
a. Analytical data packages received from sub-contractorp 



I,' - b'( eEsr 
t 

Am- 1 
FILR#CO AUDIT 195-10 - &UDIT QSSBRVATIONS _ -  --- - 

AO-95-0020 Cont d 

b. Software is canned, but customized for FEMP use. No evidence 
wae produced that documents FERMCO validation and verification 
activities. 

c. The FACTS computer system cannot always keep up with the 
demand. The Sample Processing Laboratory (SPL) loses valuable 
time when FACTS cannot be accessed. 

AO-95-0021 Although analytical and top-loading balances are 
routinely checked with Class C checkweights, acceptance 

ranges for the checkweighing process have not been established. 
order to effectively document balance calibration activities, acceptance 

RM-0012, Item 3.2.3). 

.In@ 

I ranges need tu be formally established. Reference FERMCO QAPD, Document 
I 

The k AO-95-0022 

that samples are not being contaminated during storage. Reference 
FERMCO QAPD, Document RM-0012 (Item 3.2.3). 

VOA holding blanks are not being routinely analyzed. 
holding blanks need to be routinely analyzed to ensure 

f 
AO-95-0023 Methanol used for VOA analysis is not checked to verify 

purity prior to use. The purity needs to be checked in 
order to eliminate propagation of sample contamination due to use of 
contaminated solvents. Reference FERMCO QAPD, Document RM-0012 (Item 
3.2.3) 

0 . 0  

AO-95-0024 Deviation Report, DR 94-176, i a  closed. 
Analytical Liboratories are performed semi-annually. Audit/surveillance 
personnel &tact m a  and are aware of problems currently being 
experienced and are considered to be a "designated representative" for 
the identified CTR when off-site laboratories are evaluated. 

Audit/surveillance/CTR interfaces with sub-contractor 

0 . .  
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. m C O  AUDIT 195-10 - AUDIT AND AUDIT QBSmVATIONS 
ION ACTIVITIES (0 VAI .AREA OF RBSPONS- m 

AF- 95 -0001 There is no documented program for qualifying data 

demonstrates that data validators are qualified and the qualification 
activities need to be documented. 

validators. A program needs to be developed that 

Raquirameat : FERMCO QAPD, Document RM-0012, Item 2.3.2 assigns 
responsibility to FERMCO Division Managers to: "Identify and document 
those work functions requiring special skills and implement training 
procedures to ensure the adequacy of personnel proficiency for work to 
be performed...". 

0 . 0  

AF- 9 5  -0009 There is no organization/group currently assigned or 
available to perform field data validation activities. 

The Quality Control Group, assigned this responsibility in SSOP-1004, no 
longer exists. This responsibility needs to be organizationally 
reassigned to provide complete validation of sampling activities. 

Requirement: FERMCO SCQ, Document FD-1000, Appendix B, Form D.5 
0 . 0  

AUDIT OBSERVATIONS 

A 0  - 9 5 - 0 0 15 The requirements listed are specified in the FERMCO SCQ 
(Document FD-1000) fo r  Data Validation, but are not 

currently in compliance. SCQ Document Change Requests are being 
prepared by the FERMCO SCQ Coordinator to delete these items as 
requirements. 

a. SCQ, Item D.2.2.1 

b. S a ,  Item D.2.5.2 
Validatora do not validate all chemical and radiological data. 

Original data packages are not used for validation activities. 

lidators do not use black ink or initial and date each 
lculation reviewed. 

0 0 .  

AO-95-0016 

identified, 
Additional1 
documented. 
adopted to 

Data Validation project logbooks used for the transfer of 
validation records do not have the purpose of the logbook 

nor are column headings clearly and consistently identified. 
y ,  the routine review that is performed by validators is not 

Proper logbook data entry and review practices,need to be 
ensure that logbook entries are complete. Reference FERMCO 

QAPD, Document RM-0012 (Item 4 . 2 . 6 ) .  
0 . .  
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AO-95-0004 The 195-10 audit team identified the following listed 
"observations" during audit activities in the analytical 

laboratory areas that do not fall within the realm of ALS or DVA 
responsibility. Reference FERMCO QAPD, Document RM-0012 (Item 1.3.3). 

An air monitor unit was set-up in Room 129 and was-noted-to-be-- 
i n i 5 l X i o n  of the requirement for a 36" clearance for 
electrical panels. 
IH does not check the velocity of the fume hoods on a regular 
basis. 
ALS management is not provided copies' of injury reports or 
accident statistics on a regular basis. The number of 
injuries and illnesses attributed to chemical exposures is 
considered negligible (per Walt Mengel and Roger Grant). 
There were no fires related to chemicals (per Chris Sutton). 

d.) Maintenance of OSHA logs and incident reports are not the 
responsibility of €US or DV management. Information pertinent 
to laboratory operations is not being disseminated to 

a.) 

b.) 

c.) 

I 

I laboratory management. ... 

. .. . .. . ._ 
,. . < .  

. .  .... ,. . : I  I. ... 
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- Cont'd 

Oraco Ruorbk, Auditor 
?ltl?nco QA, Quality 8ymteau 



@- 
B m e  Spencer, Auditor 
FmMco QA, Qu8uty &rtffic.tlan 
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INTEROFFICE MEMORANDUM 

To: Mary Ann Forrest, MS43 . 

5 - 6 2  

From: Chris Sunon, MS35- 

c :  File Record Storage Copy 106.4.14.1 1 
Roy Cohen, MS35, Fernald 
Ray Danahy, MS35, Fernald 
Alex Duarte. MS35, Fernald 
Reinhard Friske, MS90, Fernald 

, John Harmon, MS90. Fernald 

D m :  May 10, 1996 

M-: 
7.- _ _ _ _ _ _ _ _  ---_ -- 

M: PQA: PO QA: 9 6-002 1 

cuon1: DOE DE-AC24920R21972 

8Ubi.Ot: ALS DEPARTMENT RESPONSE 
TO AUDIT REPORT 196-09 

Bill Kelley, MS35, Fernald 
Amy Meyer, MS35, Fernald 
Ervin O'Bryan, MS35. Fernald 
Nelson Weichold, MS90, Fernald 

Attached are ALS Department Responses to  findings and observations resulting from Audit 
196-09 of this department. The attachment includes the wording of the entire finding/ 
observation as given in the subject audit document, the wording of the associated 
requirement(s1 ci ted In the audit. and the ALS Department response to each item. 

Corrective actions for several of the findings and observations have already been completed. 
The remainder of most of the corrective actions will be complete by June 15, 1996. 

There are three issues that were discussed in the Audit report, but not specifically included 
as findings or observations. ALS would like to take this opportunity to discuss these three 
issues. 

1)  In the Executive Summary of the QA Audit report, it was mentioned that ALS appears 
"incapable of producing " ASL C or D chemical data packages. In actuality, ALS has 
been producing ASL C data packages for almost one year now, at the request of the 
Data Quality Section. ALS staff worked with Data Quality personnel for several 
months in the spring of 1995 and produced several high-quality ASL C chemical 
(metals and volatile organics) data packages. If an ASL D package would be 
requested, all the raw data and associated forms are readily available to generate this 
level of chemical data package. 
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INTEROFFICE MEMORANDUM 

FERMCO No. M:ETS(ALS):96-0153 
May 10, 1996 
Page 2 

21 In the Summary it was also stated that QA has "Reservations ... about ALS 
maintaining needed frequency of production of ASL D radiochemical and/or ASL B 
Metal data packages.". In June, 1995 ALS generated t w o  ASL D data packages for 
radium analyses. These packages met  the requirements of ASL D packages as 
required from off-site radiochemical laboratories, as defined in the FERMCO 
Radioanalytical Basic Ordering Agreement. These packages were successfully 
validated by the Data Quality Section. Regarding ASL B chemical data packages, these 
packages are generated routinely, especially for Waste Programs management projects. 
The on-site lab is quite capable of generating ASL 8 chemical data packages as 
required by our clients. 

3) Under the "Audit Conduct" section of the report, it states that, "Review of the IDC 
Program revealed that out of four labs submitting data for all analytes, e.g., metals, 
volatiles, semivolatiles. radiochemical, minerals. etc.. ALS ranked number 3 for quality 
of data.". Upon closer inspection of these IDC reports, ALS actually ranked either 
number 1 or number 2 for all analyses, based on accuracy of results. Specifically: 

Period Co vered Analvteg Rank 
1995 (annual) C he mica1 3 (annual)' 
1995 (annuat) RAD 2 (annual)' 
1996, first qtr. Chemical 1 
1996, first qtr. RAD 1 
April, 1996 Chemical 1 
April, 1996 RAD 2 

' wrthout 'lates'; rank with lates was 1 
wrthout .lateso; rank with lates was 3 

From these data, it appears that the on-site lab consistently ranks higher than most of 
the subcontract laboratories w e  do business with. The ALS lab produces high quality 
data. 

If you have any questions, please do not hesitate t o  call me a t  648-5441, or Roy Cohen at 
648-3924. Roy will be the first point of contact for any additional communications or actions 
pertaining to  audit 196-09. 

CS:RJC:eab 
Attachments 
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FERMCO AUDIT 196-09 

FINDINGS AND RESPO NSES 

FINDING 1 A syswmatic breakdown in document control was evident. That was indicated 
by work instructions and procedures not being as detailed as required to safely perform 
work, and by not reflecting actual work being performed. 

a. There did not appear to be an obvious way to tell when procedures were in 
review or had been reviewed unless a revision had been made. 
b. The review cycle of 3-5 years is far to0 long, as evidenced by procedures not 
reflecting actual work processes. 
C. Specific requirements for procedures were issued as memos. Procedures did 
not- indicate..a-modification-or -a-clarification-had .been-issued.-Two-specific - ___ 
examples are the recently issued balance and pipet calibration requlrements. 
d .  Neither calibration acceptance nor COlwCtiVe action requirements for pipet 
calibration were present with the GFAA log. 
e Logbook for tne Leeman Plasma Spec 2.5 ICP was not available. 
f Logbooks supporting chemical analysis controls were in loose leaf notebooks 
that were not sequentially numbered and/or controlled. (LLEM, ICP/MS) * 

9. instructions for filling out the Maintenance and Calibration logbook were not 
ldentifiea wlthin the SOP 

. .  . .  
- __._I---~ ---__ 

Aequirement: The FERMCO QAPD. Document RM-0014, item 4.2.1 specifies that "A system 
shall be established and implemented to  Control preparation, review, approval, 
Issuance, use.  and revision of documents that establish policies. prescribe work, 
Specify requirements. or establish design." 

RESPONSE Overall. ALS believes that the document system functional. In the past 
several months. w e  have made a great effort to  exercise more control over documents, 
and h a v e '  set  up a system that will ensure compliance to all quality assurance 
requirements. The findings and observations made during the audit will aid ALS.in 
improving the sys tem.  

a .  During the review process, a yellow page is inserted in the Procedure at each 
appropriate procedure station to note that a review is  in progress. An  example is 
attached. 

b. Procedures are reviewed every three years per the new ALS procedure 257-0-0025. 
section 3.14. However, when the document ownerlPTR needs t o  revise a procedure 
to reflect work processes, then they MUST revise the procedure when the process no 
longer matches the procedure. Attached please find the periodic review form. 

c .  The memos issued by Janet Angert covering balance and pipet calibration 
requirements (example attached) will be made a part of the permanent ALS procedure 
by August 30, 1996. 

d .  The memo summarizing the calibration requirements is now permanently attached 
to the front of the GFAA calibration logbook. 

e.  At  the t ime o f  the audit. the logbook for the Plasma-Spec ICP was being stored in 
the drawer beneath the instrument because the bench space was being used for items 
necessary to  bring the instrument on line. (The instrument was not yet in use at the 



c 

time of the audit.) The logbook has been updated to reflect all recent maintenance ' 
performed on the instrument as it is being brought on-line. and will be kept by the 

;, .: ;: 
, I , *  .. 

' instrument. 
. -_ 

f . Prior to the audit, ALS recognized this need for bound notebooks, and a request had 
been forwarded to the print shop to obtain bound notebooks with pre-numbered pages.' 
These bound notebooks have been obtained, and have been in use since April 1,1996 
for all chemical analyses records. 

g. The Preventative Maintenance and calibration requirements for all inorganic/organic 
instrumentation have been incorporated into the Standard Operating procedures as 
ClOs (AC96-0017, AC96-0038 for example) a result of the 1 9 9 5  QA audit. The CJO 
documents will be incorporated into the NitrateINitrite (procedure 256-S-06012) and 
Volatile Organics by Gas Chromatography/Mass Spectrometry (procedure 256-S-0130) 
methods at  the time of the next revision. The procedure for Metals by ICP (256-S- 
5044)  has these requirements included already. 

' 

FINDING 2 Work related instructions and/or specific procedures were not available and/ or 
controlled for: 

a. rev iew/  revision of procedures (memo) 
b. use of  the auto loader in the kPA procedure 
c. chain of custodv (intra-laboratory) 
d .  uranium and thorium interelement corrections 
e .  check of distilled/ demineralized water 

Requirement: The FERMCO QAPD. Document RM-0012. item 5.2.2 specifies that "Work shall 
be performea to estaollshed technical standards and administrattve controls. Work 
shall be planned. au thor ized .  and accomplished under controlled conditions using 
rechnical stanaards. tnstruc:ions. procedures. or other appropriate means of detail 
commensura te  wtrn rne complexity and importance of the work." 

RESPONSE 
a. A procedure is being finalized (257-0-0025; ALS Document Proararn Drocedure) that 
covers how procedures are created, reviewed. and revised. Sections 8.1 (substantive 
revisions). 8.2 (non-substantive revisions). and 8.5 (periodic reviews) in particular 
cover review and revision of existing procedures. This procedure will be issued by 

. June 3, 1996. 

b. Changes in the LLEM kPA procedure, 3062. are being made. They include the use 
of the autoloader. The procedure will be finalized by  June 15. 1996 

c. Pr&us audits, including the one by the USEPA on October 27, 1994, have been 
satisflsd that  the ALS Department's on-site laboratory has sufficient internal chain of 
custody controls to allow for data defensibility and traceability. Nonetheless, these 
controls are detailed in several procedures. To simplify and consolidate the on-site 
internal COC elements. these elements will be consolidated in a single procedure by 
June 28, 1996. This procedure will be implemented by July 31, 1996. 

r 

: j .s .3g3r 109.c(1.051 

d. The Inorganic/organic analysis ( IOAI  group has several procedures pertaining to 
metals analyses when U and Th are present, AC96-008 for example. An SOP will be 
developed to link all these procedures together by June 28, 1996. This one procedure 

2 
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will aid the analysts in predetermining which sample preparation and Rstrums 

-I ----- - -- - -l-ll_-____-______ - _ _ _ _ _  __ - __ __ 

FINDING 3 Work instructions and procedures are not as detailed as required to safely perform I 
work, and do not reflect actual work being performed, e.g., 

a Method 3062. Elf30189 I 

rn Procedure does not reflect operation Of equipment currently in use I 

b. 256-S-0006, Rev 0 
Westinghouse stores items are referenced 
Proceaure needs to  provide for a positive test for organtc material 
Dangers related to heating perchloric acid to  dryness i f  organics are 

present are seriously understated 
0 Steps  relating to boiling and heat  lamp evaporation need to  stress low 
and slow to  prevent sample splattering 

"Selected Gamma Emitters by Increasing Energy" is outdated 
rn Figure 1 LVork Record is outdated 

I 

_I 

c S O P  a031 R e v  0 8/14/91 
m Proceaure only general ly relates to  current practices 

Requirement:  T h e  FEqfvICO C A P O  Document RM-0012. item 5.2.2 specifies that "Work shall 

correction methods will be used to deal with U and Th in the samples by addressing 
how to  compensate for potential U and Th interferences. This procedure wiil ensure 
that data-qenerated from the analysis of FEMP samp4es is valid and usable. 

e. Acceptance limits for the conductivity of the 01 water in room 213 of Building 53 
were established on March 27, 1996. The requirements state that the 01 water must 
exhibit a resistance of at least 2 megaohmkm to  be acceptable. This is documented 
in FMPC notebook t4081 in the referenced room. The LOA group utilizes procedure 
256-5022 for the conductivity check. which requires that the conductivity of the 
distilledldeionized water be consistent with requirements for ASTM Type'II water 
(maximum resistivity of 1 .O megaohm/cm). 

RESPONSE a. Method 3062 is currently under reviewhevision (see finding 2, above). and will 
be finalized by June 15, 1996. 

b. M& 256-0006 for alphalbeta was canceiled on 12/14/95. It has been replaced 
with b e d o r e  2564-3021 , which addresses these issues. 

c. Procedure 9031 was cancelled on 3/14/96. A Change in Operation (CIO) is in 
progress, AC96-0028. The CIO will result in a procedure which specifically addresses 
how analytical laboratory results are managed (generated. reviewed, and approved) and 
reported by lab personnel. 

F I N D I N G  4 Electronic Spreaasheets currently in use have not been routinely verified in order 
i o  ensure tnat iney a re  calculating correctly. (Low level Lab) 



I 
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Requirement: The FERMCO QAPD, Document RM-0012, item 8.3.1 specifies that "A test 
control program shall be established as required and implemented for acceptance 
testing to demonstrate that items will perform as intended." 

RESPONSE The new Lotus Spreadsheets for the Benhold instrument has been validated, and 
documented in the instrument logbook. The validation consisted of handcalculating 
results using the same raw data points that were entered into the Lotus spreadsheet. 
A copy of this hand-calculation was placed in the instrument logbook. 

4 '  .). J * .  

- .  - - _  - 

This spreadsheet validation will be performed before any spreadsheet is used to  
calculate and report results for actual samples. per the procedure contained in the ALS 
Quality Assurance Management Plan. section 5.1 3. Routine verification of the 
spreadsheet algorithm will occur with each analytical batch via the analysis of a 
Laboratory Control Sample (LCS). which must produce a result that falls within the 99 
% confidence interval established for the LCS. In the event of a change in the 
software (the introduction of a different algorithmt, the new algorithm must be 
validated per the QAMP.  section 5.1 3 (a hand calculation using the exact equation or 
formula encoded into the software that results in the same result obtained by the 
software, taking into account significant figures). 

FINDING 5 Calibration standards do not have a greater accuracy than the standards being 
calibrated, calibrations had expired on standards, e.g., 

a. Weights used to check balances were not in the same range as the working 
range of the weights being measured, (Low Level Lab). and certifications of the 
standard welght sets in the laboratory were expired. One set of weights was 
out for callbration 

b. The  laborarorles do not have acceptable standards fo certify the daily 
over c ne c k ',v e I g n t s a c c om pan ying t he I a bora t ory balances . 

Requirement: The FE:MCO QAPD. Document RM-0012. item 8.5.5 speclfles "Measuring and 
test  equipment IS to be callbrated against standards having an  accuracy that wlil 
ensure that the equipment being calibrated wil l be within required tolerances. i f  
nationally recognized standards exist, calibration standards are t o  be traceable to 
them .... calibration standards are to  have a greater accuracy than the standards being 
calibrated." 

RESPONSE a. A memo will be issued by May 30, 1996 which will give analysts specific 
quid-6 on the checking of balances using weights that  are in the same range as the 
mat& being weighed. This memo will become part of a procedure by December, 
199Bir,T& upcoming procedure will also present requirements on the accuracy of the 
waighb being used- based on the manufacturer's specifications. A memo issued by 
Janet Angert (memo M:ETS (ALS):96-0093) provided direction for the required 
accuracy of weights used for the daily check of analytical balances. For example, if 
the analyst i s  using a 5-gram weight as the daily check, the weight must read 5.0000 
grams = 0.0004 grams. 

b. At this time. a primary set of weights is being certified: they were sent out in 
March, 1996. All secondary weights will be checked against the primary set once this 
set is certified and returned to the FEMP: this secondary weight certification is 



expected to  be completed by August, 1996. This procedurementioned w e  will@p 2 
require analysts to  use the secondary weights for the balance checks r&h% than the 
primary weights. 

In addition, training on  proper balance operation. including the proper use of weights, 
will be conducted by Janet Angen for all ALS staff by August, 1996. 

. -_  ~ 

FINDING 6 Controts were not in Place for the test and examination services provided to 
suppor: s i te  restoration and environmental monitoring, e.g., 

b.   LO^ numbers of acids used for Sample Prep are not being documented. (Low 
level lab)  

C .  Outda tea  standards were stored wi th  active standards in storage cabinets. 
(SOP 2 5 7 - 0 - 0 0 1  5) 

d .  Reagents f o u n d  In the E P M  Lab did not have'explration labels: expiration 
labels did not have m e  received andlor opened dare entered on the label. (SOP 
2 5 7 0 0 0  1 5  I 

e .  Severa l  m a a r e a  working standards were observed for GFAA. 

Requirement: The FERMCO QAPD, Document RM-0012, i tem 8:6.1 specifies "Establish 
cnemlcal ana lys i s  controls fo r  the test and examination services provided to  support 
sire 'es torar ion env l ronmenfa l  monitoring. and health programs." 

4 

?E:;:YZE 3 Al l  lab a n a l y s t s  wlll again be instructed to check the pH (v ia  pH paper) of all 
samples prior 10 analysis tha t  do not have a pH strip on  the container. If this strip is 
not present i t  will be documented in the batch preparation logbook, w i th  the result of 
the pH measurement  obtained a t  that time. A memo was issued by Department 
Management (memo M ETS(ALS1.95-0414; "Audit Corrective Action- Verification of 
pH of Samples) that instructed chemists to  take corrective action regarding 
preservation of samples and actions to take regarding the presence of absance of pH 
readings. Non-conformance memoranda will be issued for samples not properly 
preserved per ALS Procedure AC96-0021. and section 3.5 in the Qualiiy Assurance 
Management Plan (QAMP). 

b. Wedo not believe that it is  necessary to record lot numbers of the nitric acid used 
for U in air analyses because it has been our experience that the quality o f  the nitric 
acid has remained acceptable over a period of several years. I f  a high blank were to 
occur, then a new bottle of acid would be used, and the previous bottle would no 
longer be used. 

c Effective immediately, outdated standards will not be stored with active standards. 

a .  Effective Immediately. expiration dates will be placed on all reagents as they are 
prepared. 

I I 
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0.  ~ f f a c t i v r  immediately, new standards that are used for GFAA analyses will bs dated 
as they are received, then opened. All standards currently in use will be dated by May 
31, 1996. 

Items c., d., and e. are covered in ALS Procedure 257-0-0015 (Preparation of 
Reagents and Standards). and also in the Chemical Hygiene Manual, document RM- 
3001, section 4.5.  "Rules for Storage of Chemicals". Laboratory analysts will receive 
a reminder in the form of a memorandum which will be issued by May 30, 1996. 

_ .  
. -_ - 



U. . -  6 7 2 '  OBSERVATIONS AND RESPONSES; AUDIT 196-09 

Observation 1 : Curreot procedures were not available in rooms where work processes are 
being perfumed, e.g., - sample prep 

- sample log-in 
- glassware cleaning 
- standards preD 
. analytical methods (visual inspection) 

Requirement: The FERMCO QAPD. Document RM-0012. item 4.2.1 specifies " A system shall 
be implemented to  control preparation. review, approva\. issuance, use, and revision 
of documents that establish policies. prescribe-work;-specifv-requirements,or establish-- - -- 

design. I' 

----- -__. 
- - -- _ _  - 

RESPONSE Sixteen procedure stations exist throughout the lab (see attached list of procedure 
stationsl. These stations are located throughout the laboratory, and are readily 
available t o  all ALS employees in both the controlled and administrative areas of the 
building. Each procedure station contains all documents (procedures, CIOs, etc...) 
necessary to conduct dailv operations in the laboratory. Each staff member has the 
l ist  of the procedure stations. Procedure stations offer advantages over placing 
individual procedures by the different instruments. 

The documents are protected from contamination from samples or reagents, 
documents are more easily updated, being in a more centralized location, 
no one will inadvertently move a document to another location that other 

analvsts do not know about. 

Observation 2: The  w o r k  cara I S  legal. however, transferring data by hand adds a possibility 
of rranscriDtion er ror  when a n  automated data system is available 

Requirement: The F E i i M C O  C A P D .  Oocument  RM-00 1 2, item 4.2.1 specifies " A system shall 
be lmolemenred to conrro l  pre0aration. review. approval, issuance, use, and revision 
of documents that establish policies. prescribe work, specify requirements, or establish 
design. " 

RESPONSE, After the analyst enters the results on  the workcards, a second analyst reviews 
the en- against the raw data to ensure that no transcription errors have occurred. 
T analyst approves the results, and verifies approval by their signature. This 
a is found in procedure AC96-0028. Lab equipment software is not yet ' 
C permit downloading of  final results directly onto workcards. 

Observation 3: Preventative Maintenance (PMI  schedules are not available in all the PM 
aocumenraticri. P M  has riot been iiofed for the Berthold instrument (Low Level Lab). 

Requirement: The FERMCO SCQ. Document FD-0001, section 13.2 specifies that 
"Maintenance act iv i t ies  shall be aocumented in logs." 



+w 
. . * .  

R E S P O N S  - CLOSED during audit. LLEM Preventative ~aintanance Schedules worn placed in 
logbooks for tha Berthold Counter, the TenneleC LB 5100 counters, and the kPA 
uranium analyzers in the LLEM lab. 

QbsswatfqQj; Rsndomlv chosen standards were expired, could not be traced to NIST, or 
sol- for calibration were not traceable; acceptance limits for conductivity had not 
been established. 

-- - 

Requirement: The FERMCO QAPD. Document RM-0012 section 8.6.1, specifies "Establish 
chemical analysis controls for the test and examination services provided to support 
site restoration. environmental monitoring, and health programs." 

RESPONSE, CLOSED during audit. A U in water standard (#213-9542221 had expired. It was 
replaced by a new standard. (NOTE: The old standard was  checked against the new 
standard. and found to  be acceptable, but it has been taken out of use.) 

0 bse rvation 5 ; Several undated GFAA working standards were discovered in the inorganics 
laboratory. Dating of  standards is required by the SCQ. Note that this is different from 
using expired standards 

Requirement: The FERMCO SCQ. Documenr .F~-0001 ,  section 12.4.3.1 specifies that "use 
of current labeled and dated standards" shall be examined during an audit. 

RESPONSf Effective immediately, new standards that are used for GFAA analyses will be 
dated as they are received, then dated again when opened. All standards currently in 
use will be dated by May 31, 1996. This requirement will be documented in a 
memorandum by  May 31, 1996, per the Chemical Hygiene Plan, section 4.5. 

Observation 6:  Although monthly pipet calibrations are required (per FERMCO memo that has 
not yet been made a oar f  o f  rhe procedure). lapses O f  multiple months were noted in 
tne l O g O O O k .  

. 

Requirement: The FERMCO SCQ. Document FO-0001, section 12.4.3.1 specifies that 
"procedures and records for equipment calibration. maintenance, and evaluation" shall 
be examined during an audit. 

RESPONSE The analysts have been reminded to enter all periodic (monthly) pipet calibration 
data iiqe the appropriate logbooks. This requirement will be part of the n e w  procedure 

8 3. item IC)). In addition, a formal memorandum will be issued to 

Observation 7 1 Thd FERMCO laboratory has no acceptance requirements for calibrating 
t her m ome ter s. 

Requirement: The FERMCO QAPD. Docuinent RM-00 1 2 section 8.5.1, specifies "A  program 
shall be established and Implemented to control the calibration, maintenance. 
accountabilitv. and use of  equipment used for acceptance of items during inspection 
and testing." 

a . agggg) Q 57 



RESPONSC Thermometer calibration, including determination of acceptance limits, will be 

- -  672 completed, documented and formalized as a procedure by June 1 5, 1996. 
BL 

Obse rvanorLBg Eye wash stations In rooms 148 and 190 had inconsistent pressure: high 
pressurein one station (by the wall-1 481, low pressure on one side (near the sink-1 48). 

Requirement: Although no document specifically addresses this issue, consistent pressure is 
expected. 

RESPONSE A work order has been written to  RSO for repairs on the eyewash fixtures in 
. rooms 148 and 190. 

Observation 9: Hood in room 168 had a cracked front, FH 158A E F - 1  . 

Requirement: no speci f ic  re ference In QAPD or SCQ 

RESPONSE: A work order was wrttten to RSO on 811 5/95 (work order # CM009814-00-00) 
for repair of the glass sash on the fume hood in room 168. Due to higher priorities, 
this work order has not been completed as of May 10, 1996. A memo will be sent to  
Mike Hundlev by May  1 7, 7 996 requesting timely completion of the repair. J 

Observation 10: A f i re  extlnguisner w a s  not evident in the SAA. 

Requirement: Each work area should contain a fire extinguisher. 

RESPONSE. CLOSED d u n g  audit: A f i re extinguisher was placed in the SAA by Tim Weigel 
of Facilities Services. 

Observat ion 1 1  : Personnel r e c o r a s  indicated both chemical hygiene and rad worker training 
 ere cveraue for personnel  idenrif led to ALS management. 

Requirement: The FERMCO QAPD. Document RM-0012, Criterion 2 deals with the proper and 
timely training of all FEMP personnel. 

RESPONSE; CLOSED during audit. It was indicated that Ervin O'Bryan needed t o  take Rad 
Worker ktrainhg. However. the ETS training coordinator, Debbie Reichard, indicated 

r d e d  this training on March 9, 1995. and is not due for refresher 
Marchi 9. 1997. Four individuals were noted as needing Chemical 

s h s r  training: Ray Danahy, Ervin O'Bryan, Mark Harper. and Amy Meyer. 
s have received the Update to  the Chemical Hygiene Manual, and will 

read tMs update, sign the required form on the last page of the Update. and send it 
back to  Oebbie Reichard by May 10. 1996. 

Observation 12: Spare parrs  l ists fo r  the analytical instruments were not provided. I 

9 
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Req&ment= fhe FERMCO OAPO. Document RM-0012. and tho FERMCO SCQ, O O C U ~ ~  
FO-0001 both specify thst there shall be 8 "...listing Of spare pans necessary to mlnimize 
downtime...'. - -  

W P O N S  -need for spare pans lists to be maintained by ALS itself is ameliorated by the 
service c o d  we have on every major piece of instrumentation; GFAA,. ICP, ICp/MS, 
GC/MS, and -8-spec ICP. autoanalyrers. radiochemical counting instrumentadon, and so 
on. Because ALS maintains these service contracts. the manufacturer's technical uewice 
representatives possess the spare pans listings, and. in many instances, are better able to  
determine which parts are needed in the event of an instrument malfunction than the operator. 
ALS believes that carrying these service agreements fulfills the requirements of RMQO12 and 
the SCQ. 

. ,* .< 
e-. 
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OOCUMENT XEVIEW REOUIREMENTS TABLE 

AI . 0o l ic ro te  

O o a a n t  O w r  

A - dEVIEW/APPROVAL 
R - REVIEW ONLY 

(OPTlOW ‘ j  - Transmit Cocurnenr c3r Qeview or Review/Approval a s  listed i n  the 
Oocumenr c.evieu Aeauirements Table. 

- 
Y T I C Y  :: - i lelete :ne i:i i z w l n a  .naiviauais/organizations from the Document 

Review Geauirements :Able as :naicarea on lines below. 

- 
(OPTION J )  - + A d d  the followina :ndiviauais/organizations f o r  Review as indicated 

on lines aeiow. 
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INTEROFFICE MEMORANDUM 

OlSTRl BUT1 ON; . 

Carl Bishoo. MS35.  Fernald 
Barb Campbell. MS35. Fernald 
Ray Oanahv. MS35. Fernald 
Mike Feller, MS35, Fernald 
Harold HumDnrey, MS35, Fernald 

- __ __-  0.0: _ -  _-March1 8.-1-996----- - 

Raw-: N/A 

m C 0  8: M:ETS(ALS):96-0093 

C0.m:. DOE DE-AC24-920R21972 

SUbCCr: UMlfS FOR THE DAILY 
CHECK OF ANALYTICAL 
BALANCES 

Bill Kellev, MS35, Fernald 
Amy Meyer. MS35. Fernald 
Ervin O'Bryan. MS35, Fernald 
Chris Sutton. MS35. Fernald 
Dawn Webber. MS35, Fernald 

C :  File Recora Storage Cooy 106.4.14.1 1 
Angela Oees. MS35. Fernald 
Alex Duarte, MS35. Fernald 
Kathy Hudson, MS60, Fernald 
John Roberts. MS35. Fernald 

Mike Rolfes. MS1, Fernald 
Mike Soldano. MS31, Fernald 
Doug Stark, MS35, Fernald 

Analvtical balances are rOUtinelV used in the Analytical Laboratory Services Oepanment (ALSI 
and the Quality Control (QCI laboratories. A l i s t ~ o f  the balances currently located in these 
areas is attached. The direction provided in this memo is intended for the balances used in 
ALS and OC laboratories. However, it may be applied to  any analytical balance. 

Each dav that a balance is  used, the calibration is verified and documented in a logbook. The 
maximum allowable difference between the expected value and the reading displayed by the 
balance is - 4  in the last readable position. For example, if a 5 gram weight is placed on a 
balance that is readable to  the nearest 0.1 mg, the allowable readings would be between 
4.9996 and 5.0004 g .  

For some balances. these I im i tS  are not tight enough. More restrictive limits mav be set by 
the rnanagerisuoervlsor resoonsible for the laboratory. However. NO manager/supervisor~mav 
set less restricfive hmits. 



I 
1 '  . 

I - ~ n o g m s n , ~  
I INTEROFFICE MEMORANDUM 
I 

FERMCO NO. M:ETS(ALSl:96-0093 
March 18. 1996 
Page 2 

The ALS and QC laboratory managers/supervisors are responsible for the following activities: 

A .  Notify al l  analvsts that limits have been established for the daily 
Calibration CheCK of analytical balances. 

B. Post the limits for each balance and the procedure described 
below in the front of each logbook used to  document the dailv 
calibration cnecks. 

C. Ensure that all analysts are aware of the information provided 
below. 

If the daily calibration check I S  not within the permitted limits. the following procedure must 
be used: 

1 .  

2 .  

3. 

4. 

5 .  

6 .  

7 .  

Ensure t h a t  t h e  kalance I S  level and the pan is clean- 

Following tne airecfions orovided in the Operator's Manual. start the balance through i ts 
internal calibration program. (Not al l  balances have this abilitv.) 

After the internal calibration is  completed. check the calibration again. Oocument the 
steps taken and the results of the second calibration check in the logbook. 

I f  the result is still 'outside of the allowed limits, noti fy the supervisor. 

I f  the suoervisor cannot solve the problem. tag the balance Out-of-Service and notifv the 
persen responsible for preventative maintenance and calibration. A t  this time, Janet 
Angert (ext. 5361) is the responsible individual. Oocument in the logbook that the 
balance has been taken out of service. 

The Out-of-Service tag can only be removed after the person responsible for 
preventative maintenance and calibration is satisfied that the problem has been solved 
and the balance IS functioning properlv. 

I f  the person resoonsible for preventative maintenance and calibration cannot solve the 
Droblern. i i  :he calance remains out of  service for more tnan two working davs. and i f  
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no other balances can reasonably be used for the work, the balance ma7 be put back 
into limited service under the following Cl~CUmStBnC89: 
- The supervisorlmanager responsible for the laboratory determines that the 

balance problem IS not serious enough to  negatively impact the data 
produced. 

- The balance will only be used to generate data for a specified method or 
methods. 

Under these circumstances. the Out-of-Service tag will be replaced by a tag that 
indicates the balance can only be used for the methodk) listed on the tag. The tag will 
be signed and dated by the responsible supervisor/manager. In addition, the balance will 
be operated under a Nonconformance until the problem is solved. 

I f  the balance IS operated under the circumstances described in Item 7, the following 
Information will be documented in the logbook: 
- the fact that the balance has been placed in limited service 
- the date that this occurred 
- the method(s1 for whlch the balance can be used during this time 

8 .  

9. After the balance IS working properly again. note the change in status in the logbook. 

I f  you have any questions regarding the information provided in this memo, please contact me 
a t  extension 5361 or by cc:Mail. 

Thank you for your support In this area. 

J LA :e ab 
Attacnment 



I tern 
No. 

1 
2 
3 
4 
5 
6 
7 
8 
9 
10 
1 1  
12 
13 
14 
15 
16 
17 
18 
19 
20 
21 
22 
23 
24 
25 
26 
27 
28 
29 
30 
31 
32 
33 
34 
35 
36 
37 

---- L o c a t i o n  

L a b ’ -  147 
Lab - 147 
Lab - 147 
Lab - 148 
Lab - 165 
Lab - 165 
Lab - 168 
Lab - 168 
Lab - 169 
Lab - 169 
Lab - 169 
Lab - 175 
Lab - 190 
Lab - 190 
Lab - 192 
Lab - 192 
Lab - 208 
Lab - C43 
Lab - 191 
Lab - 191 
Lab - 191 

--------- 

H6S - 215 
H6S - 215 
HIS - 215 
H6S - 215 
Lab - 157 
Lab - 184 
Lab - 188 
Lab - 203 
Lab -’ 204 
Lab - 206 
Lab - 206 
Lab - 207 
Lab - 209 
Lab - 209 
Lab - Z l 4  
Lab - 220 

_ .  - _  . 

Group 

I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
I OA 
QC 
QC 
ac 
R6 I A  
R b I A  
R L I A  
RLIA 
R 6 I A  
R6 I A  
RbIA 
RIIA 
RIIA 
RIIA 
RIIA 
RIIA 
RLIA 
RIIA 
RIIA 
RIIA 

----- 

ANALYTICAL BALANCES 
I n v e n t o r y  L i s t  
ALS and QC L a b o r a t o r i e s  

Manufac turer  

Awr. Sci.  
Ohaus 
S a r t o r i u s  
S a r t o r i u s  
H e t t l e r  
S e t r a  , 

S a r t o r i u s  
M e t t l e r  
S a r t o r i u s  
n e t t  1 e r  
Met t 1 e r  
Met t 1 e r  
S e t r a  
S a r t  o r i  us 
S a r t o r i u s  
S a r t o r i u s  
M e t t l e r  
S a r t o r i u s  
M e t t l e r  
S a r t o r i u s  
H e t t  1 e t  
W e t t l e r  
S a r t o r i u s  
We t t 1 e r  
F i s h e t  
M e t t l e r  
M e t t l e r  
Fisher 
M e t t l e r  
S a r t o r i u s  
Accu- Lab 
M e t t l e r  
M e t t l e r  
Amer. Sc i  . 
Amer. Sc i  . 
Wet t 1 e r  
Ohaus 

------------- Model No. 

S/P 180 
GT 410 
R 300 S 

P E  160 

B 610 
A€ 100 
R 200 0 
AE 240 
PI4 480 
PC 180 

PC 1801 

A 120 s 
P E  160 

A€ 200 
E5500S 
AE 163 

A 200 S 
A E  163 
7215 A 
A €  100 
PM 4800 
XA2000S 
A €  240 
BP 61 

333 
PE 3600 
P E  3600 
DTL4 100s 
E R120A 
A E  50 
GT 2100 

--------- 

1801 

1000 

2000 

1402 

1801 

un 3 

S e r i a l  No. 

2901 149 
1178 

401 1001 6 
36040062 

6620 
38030038 

K 65413 
202009 16 

F 96706 
1113250122 
B 66907 

166459 
3505033 
35090144 
36100186 

3409264 

361 1056 

----------- 

E 76612 

E 63076 

L 54262 

B 81656 
K 85764 

F 19005 

H 15911 
P 03687 

L 43737 

E 85856 
E 85858 

10605982 

11951 

11071 

507 10419 
2810393 

15458 
2903736 

5068 
H 81738 

RUP 

New 

RUP 
RUP 

RUP 

New- 

RW P 
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has been reviewed;, - 
by the.owner and is:. 
in the process of 
being updated. 

n 

Process 

See Procedural Development for 
more information. 
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MEMORANDUM 

To: All Labora to ry  Analysts, MS35 DNO: J u l y  10, 1995 
~ --___ - -.-ACS-f!ersonnel-,-. MS35-. _ _  - ____ .___ _- 

SPL Personnel. M S 3 5  

Locarion: 

Ffom: 

Locauor\: 

b c o n * i o n :  

Rotoronem: N /A  Fernal d 

Chr is  S u t t o n .  Y S 3 5  m M C 0 ' :  M:ETS(ALS) :95-0414 ' 

Fernal d Clint: DOE DE-AC24-920R21972 
q? F J K  e-s. 

648-5441 Subjoa: Audit Corrective Action - 
Verif icat ion o f  pH o f  . 
Samples 

c: File Record Storage Copy 106.4.14.11 
John Harmon 

in o u r  annual OA auait tarlier this year, we received a f i n d i n g  pertaining t o  
ierification o f  3~ o f  ;a rnp ies .  The f i n d i n g  noted t h a t  when pH s t r i p s  are  los t  
in samole transit. ?LS Analysts are n o t  verifying. and  documenting the pH o f  
radiocnemistry, '!OA. qetals samples. O u r  l a b o r a t o r y  QA manual and the SCO 
state t h a t  ,+e have '.s document the pH o f  potent ia l ly  improperly preservea 
samoies. 

Therefore, e f fec t ive  J u l y  1 2 .  1995. any water samples t h a t  do not have a pH s t r i p  
w i t h  them must be noted i n  the batch preparation log book. The r e s u l t s  o f  pH 
tes t ing w i t h  pH paper must a l s o  be noted. I f  the samples a re  not properly 
preserved, a nonconformance form must be issued per our nonconformance procedure 
A C ~ S - 0 0 9 7 .  

i f  y o u  have a n y  questions. ? lease  ask y o u r  supervisor.  

CS:eab  
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Si& 1 of 2 Nonconformance Report 

I -  

24. DATE: 

UC. DATE: 

/ 

u U. PQA DIV. W A G =  ( C U J  oah) 

Uk REFORT TO KIS: I I YES I d N O  UB. P A M  COORDINATOR: 

Side 2 of this Form is Not Reauired for Observations I] 313 6 9  



‘ Side 2 o f  2 

The Original of this ReDOrt is Yellow and Must be Sent to Performanceoualitv AssutaR 
W *  
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fsicie 1 of 1 Nonconformance Report 

Side 2 of this Form i s  Not Rwuired for Observations ~(cB()~'~y 



v Side 2 of 2 

32 Ileasurrs T a k a  to Prevent Recurrence: 
I 

* 

NONCONFORMANCE RESOLUTION Repor*Numb& 7 
(Rqoircd for Findiogs, Mrtioar m d  Corrective Actha Reports) -ion; 

Completion of Disposition and Corrective Actions 

38 Responsible \ I#MCCC 39. Date Actio. Compkcrd: 
uth. a00u - WV w Q.U II) me -e b m  - - ~ . u l g l v l  m B.WA -) 

Verification of Actions 

f h c i n a l  of  this Report i s  Yellow and Must be Sent to Performance Oualitv Assurance 



:.I.. 

. .. - 

p ~ ~ - o b ~ l r ~ - L s o n - h P d ~ P Q A  
w-? W- - IY- t. abct I r b a p  

Side' 1 of 2 

25. RESPONSIBLE MANAGER RESPOND B Y  (Date) 

Nonconformance Report 
I 



Side 2 of 7, w NONCONFORMANCE RESOLUTION Report Num beF? 
(Rqoired for Findings, kvi8tioM md Corrccttvc Action Rcporu) % d i a a :  

0800'74 
?Sent to Performance Oualitv A s s u r a s  
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The Oripinal of this ReDon i s  Yellow and Must be Sent to Performance Oualitv Assurance 
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Sick 1 of 2 Nonconformance Report. 

Side 2 of this Form is Not Reuuired for Observations 0 4:) 0 Q W  
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' Side 2 of 2 NONCONFORMANCE RESOLUTION mmt Ndimber: (6'78 

g&&m'78 The Orieind of this Report is  Yellow and Must be Sent to PerformnnccOualitv - nee 
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NONCONFORMANCE RESOLUTION 
(Required for Findings, Deviations and Comcdoe A c t b .  Reporb) M a :  

The Original of this Repon is Yellow and Must be Sent to PerformanceOualitv Assurance 
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P. 0. Box 538704 
Cincinnati, Ohio 45253-8704 
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PURPOSE OF AUDIT: 

To assess the adequacy and effectiveness of the Analytical Laboratory Services Management 
Systems for admmma tion, safety and operating program. Evaluate the state of implementation 
for the stated program requuements. Since the majority of analytical data produced under the 
provisions of the FDF contract is subject of legal scrutiny, FDF is required to conduct 
evaluations to assure that analymai processes and data reports are produced under a high degree 

. .  

I --of- quality-and-ethlcal-conduct,- - -- -- __ __ __ -- -- -~ - - 

AUDIT SCOPE: 

Verify that Analytical Laboratory Services activities are performed in accordance with 
requirements outlined in FDF’s Quality Assurance Plan (Document RM-0012), and FDF’s 
Sitewide CERCLA Quality Assurance Project Plan (SCQ, Document F D - l W ) ,  Analytical 
Laboratory Services QA Manual and procedures, FDF Conduct of Operations Program 
(CONOPS. Document RM-0029), FDF Radiological Requirements (Document RM-0020), and 
the Laboratory Chemical Hygiene Plan (Document RM-3001). Analyses are required to support 
the site characterization and remediation programs at the FDF site. 

The scope of this audit has been expanded relative to prior years with the combining of the 
Health and Safety and CONOPS disciplines as well as the QA discipline into one rather than 
several audits. Tlus is the process resulting from the 1996 re-engineering efforts to achieve 
greater efficiency and effectiveness. 

AUDIT CONCLUSIONS: 

ALS has developed and implemented Management Systems, as required by the SCQ (Section 
E.2.1 Approved Laboratory Requirements), to effectively provide analytical services. .ALS is 
considered as an acceptable supplier of analytical services. The FDF audit team recommends 
that ALS be kept on the list of approved labs (See SCQ, Section E.2.3). . .  . 

CONDUCT OF AUDIT: 

An Audit Plan was prepared and sent to ALS on January 22, 1997. The auditors and designated 
ALS representatives participated in the opening meeting held at 9:OO AM, February 18, 1997 
at the Large Lab Conference Room of the Laboratory Building. 

Interviews/discussions were conducted with various laboratory personnel and coaches. ALS 
Program Plans, Procedures, and Record Files were reviewed and laboratory operations, health 
and safety practices, and waste management activities were observed. 

The following people ‘were interviewed during conduct of audit activities (*Opening, §Closing 
Meeting Attendees): 

’ 



NAME 
Ray D d y  *,§ 
Mike Feller *,§ 
Amy Meyer *, 5 
Ervin O’Bryan *,§ 
Debbie Reichard *,$ 
Lee AM Stroud *.§ 
Dawn Webber 
Chari Stevens 
Larry Evans 
Janet Angen 
Donna Lake 
Pat Stoy 
Ben Russell 
Neal Vacchiano 
Tom Granat 
Carl Bishop 
Jane Wise 
Mark Durrough 
Joanie Martinez 
Kathy Fisher 
Lisa h i c k  
Krista Blades 
Ruthie Bolton 

AUDIT REPORT 
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February 18 - 21, 1997 

ALS TITLE 
Team Leader, Isotopic Lab 
Team Leader, Uranium/Thorium Lab 
ALS Coach (Acting) 
Team Leader, Inorganic Lab 
ALS QA Officer 
ALS Sample Coordinator 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 
Team member 

h audit close out meeting was conducted at 1:OO PM. 2/21/97 in the ALS Conference Room. 

AUDIT DETAILS: 

Twelve findings and eighteen observations were identifed by the Audit Team. Evaluation 
demls are snuctured so that they directly correlate to the criteria and requirements, as outlined 
in FDF’s Quality Assurance Program, Document RM-0012. 

1. PROGRAM 

The ALS organization provides a framework for operating ALS’s management systems 
in a manner that effectively supports FDF’s quality program requirements. AU ALS 
employees are formally mmmitted to adhere to a high standard of ethics. ALS produces 
monthly and annunl T e c h d  Performance Indicator reports to summarize the accuracy 
and timeliness in reporting Performance Evaluation Programs (PEP) results. These 
programs consist of: Analpal Products Group (APG), USEPA, DOE-EML, Asbestos, 
Urine QC, and the Interlaboratory Data Comparability program. ALS maintains a 
distribution list for all the PEP reports‘. 

ALS’s Program Control Documents (including Quality Assurance Plans and Procedure 
Documents) show that ALS is committed and can effectively provide program controls, 
as required, for processing low level radioactive samples for radiochemical analyses. 
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b 6'52 ALS's Safety and Health Operations Manual was found to meet FDF program 

rqurements. Requirements outlined in the respective chemical. radiological safety, and 
waste management manuals appear to be effectively implemented. 

There is one fmding (Attachment 1) related to Criterion 1. There are no observations 
(Attachment 2). 

In general, program controls have been implemented to assure analyst proficiency in 
performrng specific methoddprocedures. During the interviews it was very evident that 
analysts were well trained by the professional and enthusiastic attitude that was exhibited. 
AIS'S requlred quahry levels for work are detailed in job descriptions showing minimum 
educauon and training requuements for each position. Some improvement is needed to 
resolve the problem with the proper location of personnel files. 

Personnel qualification and safety training records were found to meet FDF requirements 
whch are basically those requirements, as specified in OSHA 29 CFR 1910.1450. 

There is one finding (Attachment 1) related to Criterion 2. There is one observation 
(Attachment 2). 

3. QUALITY IMPROVEMENT 

ALS Program Documents include provisions (ALS-QAMP) that make every employee 
responsible for quality unprovement. Provisions for identifying areas for improvement 
are mcluded in self-appraisals CQC or PE samples), internal audits, and external audits. 
Responsibilities are assigned for establishing and implementing processes to detect, 
control, correct, and prevent quality problems and to promote quality improvement. 

Control charts were examined and found adequate. The use of computer spreadsheets 
in the radiological labs for QC information is excellent as is the calibration 
documentation and information. All analytical groups have initiated and are using to 
varying degrees control charts for at least most of the SCQ required QC requirements. 
The Radiological labs incorporate the control charts directly into the data 
reduction/review/data package generation process. Other groups are not as far along. 
ALS is commended for the significant strides made to date. There are no findings 
(Attachment 1) related to Criterion 3. There are no observations (Attachment 2). 

I 

4. DOCUMENTS AND RECORDS 

ALS Program Documents provide systematic methods for controlling preparation, 
issuance, use, and revision of program control documents. In general, records that 
furnish documentary evidence of quality are specified, prepared, maintained, and 
protected against damage, deterioration, or loss. There are some records problems related 
to the past re-organization and some other isolated incidents that need resolution. There 
are five findings (Attachment 1) related to Criterion 4. There were four observations 

I 1 
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(Attachment 2). 

5 .  WORK PROCESSES 

In - eeneral, ALS has prepared and implemented program control documents, as required, 
to assure that work is performed under controlled conditions using technical standards, 
insuuctions. procedures or other appropriate means of detail commensurate with the 
complexity and risk of the work. 

The radiological laboratories have made tremendous progress in updating required 
laboratory procedures and eliminating umxewry, unused and outdated procedures. The 
labs are clean and orderly. A review of the procedures indicated that all have been 
validated and are current. A laboratory administrative system is in place to keep track 
of requested analyses and a review process used where laboratory supervisors approve 
laboratory results pnor to the transmittal to the customer. 

Maintenance and calibration programs for analytical instrumentation are documented and 
were found to be in compliance with program requirements. There are four findings 
(Attachment 1) related to Criterion 5. There are nine observations (Attachment 2). 

6 .  DESIGN 

tn general, ALS has developed program controls to assure that data collection systems, 
computer programs and software function, as intended. Procedure documents have been 
prepared and effectively implemented for computer program documentation and for 
software control/security. There are no findings (Attachment 1) related to Criterion 6 .  
There are no observations (Attachment 2).  

7 .  PROCUREMENT 

ALS has developed and implemented program controls, as requmd, to effectively control 
purchased materials and services. Program controls include assignment of responsibility 
for the post-purchasing control of materials, equipment, aad services. The lab tracks 
vendors as to quality of supplies. There are no fmdings (Attachment 1) related to 
Criterion 7. There are no observations (Attachment 2). 

8. INSPECTION AND ACCEPTANCE TESTING 

ALS has developed and implemented program controls, as required, for performing 
inspections and tests to assure that analytical systems are effectively functioning. 
Acceptance tests and performance criteria are required during instrument calibration 
processes. In general, laboratory insuument/equipment calibration and maintenance 
activity are documented in log books maintained for each instrument. The audit team's 
examination of external PEP data confirmed the effectiveness of the laboratory's 
program. There is one frnding (Attachment 1) related to Criterion 8. There were three 
observations (Attachment 2). 
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9. MANAGEMENT ASSESSMENT 

ALS effectively promotes the concept that "Quality Is Everyone's Job". U ' s  QA 
Officer is responsible for resolving @ty issues, as they are identified, with laboratory 
management. External audits and analytical performance evaluation results are regularly 
renewed by the ALS Lab Coach, QA Officer, and Laboratory Team Leaders. There are 
no findings (Attachment 1) related to Criterion 2. There is one observation (Attachment 

- - - -&-- - - - -- -- - _--- - -_ - - - __ - - - ~ _- - - 

10. INDEPENDENT ASSESSMENT 

ALs has developed and implemented program requirements for conduct of internal self 
assessments. Systems and operational audit/inspections are conducted on a scheduled 
basis and formal reports are issued to Management. Non-conformances are identified 
and tracked to closure. Regulatory agency and QA audits provide fully independent 
assessments. There are no findings (Attachment 1) related to Criterion 10. There are no 
observations (Attachment 2). 
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ATI'ACHMENT 1- FINDINGS 

Requirement 

RM4012, 1.2.6 - "Senior management shall retain and exercise the responsibility for the scope 
and implementation of an effective QA Program. " 

RM-0012. 1 . 3 . 3  - "Managers of FERMCO Organizations shall: 

8th bullet . . Ensure. for all assigned work, that the management controls shall include the 
establishment of responsibilities and the identification of lines of communication. 

RM-0012, 5 .2 .2  - "Work shall be performed to established technical standards and 
administrative controls. " 

Finding F97-14-1 

The scope of 257-D-0026. "ALS Quality Assurance Management Plan" (issued 
May 16. 1996) does not match the new organization. Re-engineering with the 
separation of Sample Management Office functions from ALS was formally 
approved at least by August 28, 1996 with the approval of the FDF organizational 
chart by Chuck Little for John Bradburne. ALS issued a CIO AC96-0146 on 
December 19. 1996 relative to shift turnover for a new Section, 5.3.8.  Other 
procedures that greatly impact ALS were organizationally out of date and seemed 
10 go unreviewed. These include SOP 766-S-3001. "ADM Release Completion 
Assessment" and SOP 766-S-3004. "Document Tracking and Control within 
ADM. I' 

Requirement 

RM4012, 2.2.2 - "All personnel shall be capable of performing their assigned tasks. Training 
plans shall be developed for a l l  personuel. The training identified in the plans shall prepare the 
employee to perform the job, as well as, maintain and promote progressive improvetnent and 
employee satisfaction. Qualification requirements (experience, education, and training) shall be 
documented for each position as required." 

SOP 257-DM)26, ALS-QUALITY ASSURANCE MANAGEMENT PLAN, 2.2, 1 2 - "Position 
Descriptions define the levels of education and experience that are mandatory for each position 
in the A I S  Department. Candidates shall meet or exceed the listed requirements. Personnel 
fies are maintained by the ALS QA Officer." 

SOP 257-D-0026, ALS-QUALITY ASSURANCE MANAGEMENT PLAN, 2.6 - "Training 
Coordinator shall be responsible for the following: 

0 Maintaining training records for ALS Depamnent Personnel. 
Maintaining Analyst Method Certification files. 
Maintaining Profile for Needed Training and Compliance status for ALS Department 
personnel. 

0 

0 

0 Schedule required training for ALS Depamnent Personnel. " 
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The followmg are examples of current practices in record keeping that are not in 
compliance with the above requirements: 

0 The ALS QA Officer does not maintain personnel files which define the 
levels of education and experience for each employee withm ALS. 

The ALS Training Coordinator is not maintaining Analyst Certification 
files. The ALS QA Officer is currently performing this function. 

- - -- - - - - -- - -I-_. __ - - -_ __ _I - - - -. 

0 

0 Certrification records. for Mr. Rao Paturi were discovered in the 
possession of the Inorganic Laboratory Team Leader. 

I 
0 The records for analyucal balance training are kept in Janet Angert's files 

, I  and not in anyone's personnel file. 

0 The files maintained by the QA officer contain only certifications and do 
not contain the complete training records of each individual. 

Requirement 

RM-0012, 4.2.5 - " A  system sha l l  be established for implementation of processes to ensure that 
records are specified, prepared. legible, reviewed, approved, and maintained to accurately reflect 
completed work. " 

SOP 257-D-0026. ALS-QUALITY ASSURANCE MANAGEMENT PLAN, 4.6.1 - "Had  COPY 
records shall be legible, accurate, and complete: indexed to permit quick and accurate 
ideuhtication of items or activities to which they apply and authenticated by preparer's signature 
and preparation date." 

The following are examples of incomplete records and inadequate review: 

A "Release Completion Checklist" is being utilized by the Document 
Control organization to review release Nes for completion. This checklist 
contains various criteria of items that may or may not be included in a 
release file. If an item listed on the checklist does not apply to a 
particular release being reviewed, the line is left blank. It would appear 
that mformation was missing from the release file when in fact it was not 
applicable (ie, a validation summary is not applicable for all releases). 
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I A'ITACFiMENT 1- FINDINGS 

a SOP 766-S-3001. Analytical Data Management Release Completion 
Assessment. section 9.3. states "Proofread work done by other personnel 
(Independent Verification). Clarify and correct unclear. and incorrect 
documentation as soon as possible." A concurrence review is not being 
performed after a release completion is performed. 

Requirement 

RM-0012. 4.2.6 - "The maintenance of records shall include provisions for retention, protection, 
preservation. traceability, accountability, and retrievability. . . .Evidentiary records shall have 
appropriate procedures controlling media type, chain of custody, and confidentiality. " 
(See also SCQ. Sections 7.2.1.1, #8 and E.4.1) 

CIO AC97-0007 "Analytical Laboratory Services (ALS) Internal Chain of Custody", Step 5.4: 
" A D  sample custody will be maintained electronically in the FACTS system." and Step 8.3: 
"When an analvst begins analysis of a sample, update the ICOC records in FACTS. All the 
lnformanon in Section 8.1.2 must be recorded either in the computer system or on a handwritten 
transfer logsheet. 'I 

Analyst are not consistently barcoding their name into the FACTS when 
beginnin_e the analysis of 3 SaInple. If  "update" refers to a "placing" function, 
then "activation" should at least be described in another SOP. None of SOPS 
37-D-0024, 766-S-3001. nor 766-S-3004 describe the "activation" step. It seems 
the simplest solution would be to include it in the "update" statements described 
in steps 8.3 and 8.1.2 of CIO AC97-0007. If performing step 8.3 as presently 
stated satisfies the "accountability" and "traceability" described in RM-0012, 
paragraph 4.2.6. which would link an analyst to the results, then it was 
apparently not clear to ALS ,personnel how to query this information from the 
FACTS. 

Requirement 

RM-0012, 4.2.6 - "The maintenance of records shall include provisions for retention, protection, 
preservation, traceability, accountability, and remevability. 

The following are examples of lack of accountability and traceabiiity of records: 

e There was no documentation of the training of personnel on this new CIO 
AC97-0007 (Le. attendance roster). There was no sign off sheet for the 
review of the CIO by personnel, either. 

a There were no evidentiary records for verification of software calculations 
for control charts on file. Debbie Reichard maintains control charts (SOP 

j '3 :d 9 0 
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7501) for the Uranium and Thorium Analysis and Inorganic labs using 
L€)TUS software. She has verified the program calculations but failed to 
keep them on file for audit review. The charts are utilized by giving pi06 
to each lab for their real time plotting (last 4 pts) of internal QC. n e  
Radiological lab maintains its own charts. 

Requirement 

m-0012. 4.2.6 - "The maintenance of records shall include provisions for retention, 
protection, preservation, traceability, accountability, and retrievability . Care shall be taken to 
emure that he requirements of NARA. armlicable standards and any additional statutory 
requlrements are met. 

- -- - _ _ _ _ - _ ~ _ _ _ ~  I_L 

Evidentiary records shall have appropriate procedures controlling media type, chain of custody, 
and confidentiality. " 

Finding F97-14-6 

The following are incidents of inadequate protection of stored data from fire: 

0 onglnal data was being maintained in room E-37 in a cabinet that was not 
fireproof . 

a Original data was being maintained in room E-39 in cardboard boxes. 
Thls room was found not to be a fire rated file room. 

Requirement 

SOP 766-S-3004, 8.1 - "Document Control maintains a sign-out process for ail original 
documents. An internal cham of custody will be used to record the person in possession of the 
doarmenrs, and the date the documents were removed/returned to Document Control. The intent 
is that once a release folder is received Document Control them will be a place-holdec.for that 
release Ne at all times. Even if the entire folder is removed, the internal chain of custody will 
remain in place for accountability." 

An internal chain of custody is not being used as a place holder when a release 
file or documents from within a release file were removed from Document 
Consrol. Check-out sheets were developed and are starting to be used but were 
being maintained in a 3-ring binder. 

Requirement 

RM-0012. 5.2.2- "Work shall be performed to established technical standards and administrative 
conrrols. Work shall be planned, authorized and accomplished under controlled conditions using 
technical standards, inhuctions, procedures or other appropriate means of detail commensurate 
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with the complexity and importance of the work." 

Finding F97-14-8 

There is no checklist or procedure describing what the analyst is to check for 
when reviewing data. Raw data is peer reviewed using the analytical method 
descriptions of required QC and limits. SOP 257-D-0024, "Management and 
Reporting of Analyncal Laboratory Results", describes the rninimurn requirements 
for data entry but not for lab activities. 

Finding F97-14-9 

The procedure 256-S-3014, "The Radiomemc Determination' of Total 
Radioactivity in various Matrices", for the preparation of samples for Gross 
AlpWBeta analysis does not provide guidance or instruction to: 

0 Ensure weight stabilization of sample planchets during initial (tare) and 
final (gross) weighmgs of the planchet. When the hot, flamed planchet 
cools down. it absorbs moisture from the air. This absorption of moisture 
may cause large weighing errors. 

0 Identify (numbering or marlung) sample planchets between the time the 
initial (tarej weiyht is obtained and the final (gross) weight is taken. 
lMultiple steps between weighings offer several opportunities for sample 
misidentification. 

Requirement 

RM-0012, *on 5.3.2 - "A system for identification and control of items shall be established 
to ensure their proper use and traceability." RM-0012, Section 4.2.5: "A system shall be 
established for implementation of processes to ensure that records are.. . .maintained to accurately 
reflect completed work. " 

Finding F97-14-10 
I 

In room 192, an undated set of mercury standard solutions made up presumably from a 
concentrated purchased standard was discovered. Inspection of the mercury standard preparation 
log revealed that the preparation of these standards was not recorded. Additionally, there was 
no appropriate log book for the balance in room 175. While this was corrected during the audit, 
the new book does not replace any potentially missing data. 

Reauirement 
0004992 

RM-0012. Section 5.5.1 - " A  system shall be established for the implementation of a process 
to control the calibration, maintenance, and use of measuring and test equipment used for 
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I 

monitoring and data collection. " 

SCQ, Section 14.6 - "Method Detection Limits shall be determined according to procedures 
specified in Appendix B of 40CFR136.." 

Finding F97-14-11 

-I I - I ----Both-ICP~S-instruments-were-inspected.-No-MDL-or-IDL-determinations--were----- -- -- - 

performed as required. 

Requirement 

RM-0012. Secuon 8.5 4 - "Documentation showing traceability to standards shall be maintained 
for each p l e e  of measuring and test equipment." RM-0012, Section 5.5.1: "A system shall be 

of measuring and test equipment used for monitoring and data collection. 'I 

I 
I established for the mplementation of a process to control the calibration, maintenance, and use 
I 

Finding F97-14-12 

The weights in room 165 (the sample preparation room) had not been checked 
against a set of certified weights. 



AUDIT REPORT 
AUDIT 197-14 

PAGE 14 OF 22 
February 18-21 ,  1997 

ATTACHMENT 2 - OBSERVATIONS 

Requirement 

RM-0012. 2.2.2 - "All personnel shall be capable of performing their assigned tasks. ' Training 
plans s h a l l  be developed for all personnel. The training identified in the plans shall prepare the 
employee to perfom the job. as well as, maintain and promote progressive improvement and 
employee satisfaction. Quallfication requirements (experience, education, and training) shall be 
documented for each position as required. " 

Observation 097- 14- 1 

TWO ALS personnel out of compliance for site required training. The personnel 
were identified to management and scheduled for training. 

Requirement 

RM-0012. 1 . 2 . 3  - " A  system shall be established to ensure that controlled documents are 
dismbuted to and used by personnel performing work." 

Observation 09'7-14-2 

The main ALS procedure book stand location is not obviously identified in the 
hall  way outside of E-31. or on the second floor location either. The E131 
location is also not obviously identified within the E-31 area. 

Req uirernen t 

R,','M)1Z. 1.2.5 - " A  sysrem shall be established for implementation of processes to e r n e  that 
records are specfied, prepared. legible. reviewed, approved, and maimtined to accurately reflect 
completed work. " 

Observation 097-14-3 

No records were available to demonstrate that the OJT Instructors that were used 
to implement the ALS procedure 257-D-0007, "Training, Qualification, ,and 
Certification of PLLS Department Scientists, Chemists, and Techciaas" had 
either been trained for this function, per site procedure TR-OOO3, "Instructor 
QuaMiation", or had been granted an exemphodwaiver form the training by the 
Traming Depamnent per TR-OOol , "Exemption from Initial Training. 'I There was 
no apparent evidence of impact on the quality of the training. 

SOP 257-D-07 (Tssued 08-26-94) is in direct violation of the intent of TR-0003. 
SOP 257-D-0007" describes a process by which scientists, chemists, and 
techmcians become cerufied by ALS management to independently perform tasks 
and analyses." It also describes the requirements for and the process of periodic 
recertification of ALS personnel to ensure they remain capable and qualified to 
perform analytical tasks. Paragraphs 3.5 (OR) & 3.12 (Trainer Definition) do 
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not adhere to the training team's definitions found in TR-OOO3 "Instructor 
-cation'' Issued 1-1 1-96: Paragraphs, 9.1 "Depamnental Specific 
and 9.2 "Formal Trahng." (NOTE: what ALS has really described within the 
existing SOP 257-D-0007, is a mentonng program: and that SOP does not 
constitute a viable uamg  program.) 

- - --- -_ - - - - - 
Requirement - - - 

Rh4-0012, 4.2.6 - "The -kiiintenance of records shall include provisions for retention, protection, 
preservation, traceability, accountability, and retrievability. Care shall be taken to ensure that 
he requirements of NARA, applicable standards and any additional statutory requirements are 
met. 

Evidentiary records shall have appropriate procedures controlling media type, chain of custody, 
and confidentiality. " 

SOP 257-D-0026, ALS-QUALITY ASSURANCE MANAGEMENT PLAN, 4.7.2 - "Write 
release number in log book, log into WISDM." 

Observation 097-14-4 

A log book was not being maintained to track release folders as they were 
received from the Sample Processing Laboratory (SPL) into Document Control.. 

.= D 

Req uirerneo t 

RM4012. 4.2.12 - "All records management systems shall have schedules for records retention 
and disposition in accordance with the requirements of NAIL4 and DOE 1324.2, Records 
Disposition. " 

SOP 257-poo26, ALS-QUALITY ASSURANCE MANAGEMENT PLAN, 4.12.1 - "On-site 
data packages are stored for a period of one year in ALS. Off-site data packages go directly to 
data storage after validation and are archived according to the SCQ requirements." 

Observation 097-14-5 

SOP 7663-3004, Document Tracking and Control Within Analytical Data 
Management, section 8.2, states "...Data will be maintained for 6 months 
following delivery to the customer.. . ". There is a contradiction in data storage 
between the ALS-QUALITY ASSURANCE MANAGEMENT PLAN and the 
SOP. 

Requirement 

RM-0012. 5.2.1 - "Work related instructions, procedures, and other forms of direction shall be 
developed, vedied, validated and approved by technically competent personnel, and shall 
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provided to employees doing the work. 'I 

Observation 097-14-6 
I 

Ben Russell Lab Facilities Services Supervisor does not have a controlled copy 
of the SS/EW SOP 257-D-0021, mentioned previously. 

Requirement 

RM-0012. 5.2.2 - "Work shall be performed to established technical standards and 
a d m m m a  tive controls. Work shall be planned, authorized and accomplished under controlled 
conditions using techrucal standards. instructions. procedures or other appropriate means of 
detail commensurate with the complexity and importance of the work." 

. .  

Observation 097-14-7 

The closure of outlier results from QC samples in the Performance Evaluation 
P r o e m s  (PEP) has not been proceduralized. The procedure 257-D-0023, 
" Ankytical Laboratory Services Operations Non-conformance" is used to 
document non-conformances in lab processes such as internal QC outliers and 
sample problems. but not for the PEPs. Debbie Reichard is in charge of the 
tracking system for -0023 but the team leaders are responsible for tracking 
closures on the PEPs. 

Requirement 

MS-1001, FERblCO Site Procedure System, Section 4.2 states that the "Subject Expert (SE)- 
Prepares procedures in accordance with this procedure. 

Observation 097-14-8 

CIOs, METHs, and SOPS pertaining to the ALS team have listed a PTR, 
(procedure Technical Representative). This is not consistent with the current site 
procedure!, MS-1001, on how to write and review a procedure. 

Requirement 

RM-0012, Section 5.2.2 - "Work shall be performed to established technical st,andards and 
controls." 

SOP 7506, "Logkeeping", section 8.10, requires quarterly review of logbooks by the ALS Team 
Coach or designee. 

Observation 097-14-9 

Calibration, preparation and balance logbooks were examined. Several were noted 

Qjuoosg;, 
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where the quarterly frequency was not met. specific examples include b a l m  
logbook #4359 in room 168 (not reviewed since 3/25/96), balance log #4116 in 
room 172 (not reviewed since 8/9/96), and logbook 96-027 in room 192 (lapse 
of 6 months between 5/96 and 11/96). 

Requirement 
- _- m-m-1-2, 51212-1 - - ---n woik- sm- &- --@oma-tr ~s~~lish--~t~.standardsan-d - -- - 

admmqrative controls. Work shall be planned, authorized and accomplished under controlled 
conditions using technical standards, instructions, procedures or other appropriate means of 
detail commensurate with the complexity and importance of the work. 'I 

. .  

Rh4-3001, Laboratory Chemical Hygiene Plan, 7.1.2.d - When using in-service hoods, sasEes 
must be pulled down to or below the indicated height for acceptable air flow, as shown by the 
performance sticker. I' 

Observation 097-14- 10 

Seven lab hood doors were left open above the maximum efficiency for face 
velocity marking, during the use of these hoods. 

W-3001. Laboratory Chemical i iygiene Manual, Section 5.1,  states "Good housekeeping 
practices shall be followed to ensure an orderly, clean, working environment and to minimize 
unforseen events and unwanted consequences. 'I 

I Observation 09-14-11 

The following are examples of observed practices that were not in compliance but 
were resolved during the audit: 

0 

5 month old samples, open to air, were sitting on a table in the XRF lab 

An eyewash station in Room 156 was blocked with clutter 

. _. 

0 Perchloric acid bottles with dispensers were stored under a non-working 
hood in room 168 

I Requirement 

RM-0012, 5.2.4 - "Managers shall review work and related information to ensure that the 
desired quality is being achieved and to identify areas needing improvement. I' 

SOP 257-D-002 1 ,"Inspection of Safety Shower Eyewash Stands in the Laboratory Building" 
Sections 8.5.4.  and 8.6.2. 

0 (-J f(j 0 3'7 

I . I .  
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Observation 097-14-12 

The following are examples of observed practices that were not in compliance: 

* In seven dlfferm lab rooms where there is a combination safety shower- 
eye wash stand; there was also found adjacent to and within the shower 
spray radius, a "formal bagged spill kt". In all seven cases this 
observation was resolved by simply moving the bagged spill kit far enough 
away from the safety shower spray radius as to prevent inadvertent 
damage to the spill kit from an activated safety shower. 

0 In  seven of the lab rooms there was no obvious sign identifying the 
location of the safety shower-eye wash stand within the lab room. 

Requirement 

RM-0012. 5.2.4 - "Managers shall review work and related information to e w e  that the 
desired quality is being acheved and to identify areas needing improvement. " 

Observation OW-14-13 

Laboratory Rooms # 173 & # 175 are not accessible from the main laboratory 
hallway and are not clearly identified from within the hallway. Access to these 
two lab rooms is gained through laboratory Room # 147. There are no signs 
within lab room #147 that indicate the location of 174 175. lab rooms. 

Requirement 

RM4012, 5.4.1 - "A system shall be implemented for a process to control the handling,. storage, 
shtpping, cleaning, and preservation of items to prevent damage, loss, or deterioration. Marking 
and labeling of items shall be .maintained throughout packaging, shipping, handling, and 
storage. 

Observation 097-14-14 

The following are examples of samples (Room 204) not being temporarily 
heldlstored in a designated storage area and the their work analysis status not 
being specified when analysis is delayed: 

0 Several solids samples in plastic containers were stacked up on the sample 
receiving bench near the bar coder for a couple of days. 

0 The samples on the bench were not ordered or arranged for identification 
of the status of the analytical work such as receivedlogged, in process 
and completed. Samples requiring additional work were grouped together 
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with completed and newly received samples 

0 Samples on two "rad" carts awaiung analysis were "parked" in Laboratory 
204. partially blocking the back aisles. One cart of Thorium samples 
(according to dates on the samples) had been there for some time. The 
samples on ttus "rad" cart could contribute to the general lab background 
and to the background of the adjacent LB-4100 Counter in the countmg,o~~ce area of 2~~ ...- - -- - - I - -- - - - -_ - - n- - - - - - -- - - .-" - - I __ 

Requirement 

RM-0012, Section 8.3.4 - "Adrmnistrative controls and status indicators such as tags and labels 
are to be used to.. . .prevent inadvertent operation of an item. " 

Observation 09-14-15 

The maintenance log for the Plasma-Spec 2.5 ICP (room 163) was inspected, and 
it was discovered that it was over six months out of date. Laboratory personnel 
stated that the instrument was out of service. However it was not tagged in any 
way. Also, a historic Mettler balance in the XRF lab was discovered with no 
calibration rags. Again laboratory personnel stated that this balance was out of 
service. However, this balance also was not tagged. Note that these two specific 
situations were corrected during the audit. 

Requirement 

RM-0012. Section 8.5.3 - "Measuring and test equipment is to be calibrated at specified 
intervals ..." RM-0012, Section 5.2.2 - "Work shall be performed to established techca l  
standards and controls. " 

CIO AC9- (procedure 257-D-0008, section 8.13.2.1) states that pipette calibration shall 
be verified at least once each month. 

Observation 097-14-16 

The pipette calibration logs in room 192 were examined. It was noted that the 
monthly calibration frequency had not been met, as the pipettes had been 
calibrated six times between 1/16/96 and 2/12/97 

Requirement 

RM-0012, 8.5.4 - "Measuring and test equipment is to be calibrated at specified intervals 
immediately before or after use) on the basis of the item's required accuracy, intended use, 
frequency of use, stability characteristics, and other conditions affecting its performance. I' 

I 

I 
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Observation 09-14-17 
Out of service equipment tags on unused equipment need to contain additional 
mformation to ensure that: 

0 The necessary calibrations are performed when the equipment is returned 
to service if the equipment has exceeded the posted calibration sticker 
date. 

(Note: If one of the detectors in a compound (multiple) detection system 
is s u l l  in service. then the system calibration and maintenance needs to be 
up to date for the system or the entire system including the detector being 
used should be placed out of service.) 

0 Requiied preventive maintenance (PM) is performed if the equipment has 
exceeded the posted PM sticker date. 

(Note: PM dormation needs to be qualified. If the PM was performed 
prior to placing the equipment out of service and the instrument has not 
been used, then PM may not be necessary but the PM sticker and log 
book entries need to be updated.) 

Requirement 

R\4-0012. 9.2.2 - "Management assessments shall be.conducted in accordance with a plan, and 
should focus on management elements that affect work processes, such as strategic planning, 
organizational interfaces. cost control, use of performance indicators, staff training and 
yualifications. and supervisory oversight and support. 

Observation 097-14- 18 

ALS Management Assessment Plan M:SWP(ALS):964097 of December 5,1996 
uses the Technical Performance Indicators but again December 12, .1996 
combines indicators for areas no longer the responsibility of ALS such as TAT 
for offsite labs, RIR TAT and Offsite Missed Hold Times. 
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General Documents Reviewed 

RM-0012, "Quality Assurance Program" 

FD- 1OOO. "Sitewide CERCLA Quality Assurance Plan (SCQ)" 

RM-0020. "Radiological Requirements" 

RM-0029, "Conduct of Operations" 
__ -- - _- I ._ __ ._ _ _  -. I - -- _ _  I - - _I - 

RM-3001. "Laboratory Chemical Hygiene Manual" 

Procedures Reviewed 

EW-0002. "Chain of Custody/ Request For Analysis Record For Sample Control" 

256-S-1001, 

256-S- 10 10. 

, 256-S-3001. 

256-S-3012, 

256-S-3014, 

2564-3015 , 

256-S-3023, 

257-D-0007, 

257-D-0008, 

257-D-0015, 

257-D-002 1 ,  

257-D-0023, 

, * , . >  ' 

"Determination of Gross Alpha and Gross Beta Activities in Water by Gas 
Proportional Counting " 

"Operation and Performance Testing For 10-Channel Low&wel Alpha/Beta 
Proportional Counter Berthold LB-770". 

"Operating Procedure For the Tennelec LB4100 Low Background a/@ 
Proportional Counter". 

"Operation and Performance Testing of Tennelec LB-5 100 Automatic Low 
Background AlphdBeta Counting System". 

"The Radiometric Determination of Total Radioactivity in Various Matrices". 

"Radiometric Rapid Screening Method For Determination of Alpha and Beta 
Activity in Various Matrices". 

"Sample Screening at the ALS Sample Processing Laboratory". 

"Training, Qualification, and Certification of ALS Department Scientists, 
Chemists, and Technicians" 

"Instrument and Equipment Repair, Calibration, and Preventative Maintenance 
Requirements" 

"Preparation of Reagents and Standards" 

"Inspection of Safety Shower Eyewash Stations" 

"ALS Laboratory Operations Non-Conformance" 
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257-D-0024, "Management and Reporting of Analytical Laboratory Results". 

257-D-0026, "Analytical Laboratory Services, Quality Assurance Management Plan". 

7501. " . A B  Control Chart Maintenance and QA Review Procedure" 

7503, ".,Analytical Laboratory Services (AIS) Required Reading Program" 

7506, " Logkeeprng ' I .  

52-S-0020. 

52-S-  1003, 

766-S-3OO 1. 

766-S-3004, 

"Laboratory Buildins Nuclear Materials Inventory" 

"Removal and Disposition of Non-radioactive Unused Chemicals" 

"Analytical Data Management Release Completion Assessment" 

"Document Trachng and Control Withm Analytical Data Management" 

CIO AC97-o007. 

CIO AC96-0 1 16, 

CIO AC96-0 1 17, 

CIO .AC96-0 1 18, 

CIO X 9 6 - 0  137. 

CIO AC96-0142, 

CIO AC96-0143, 

"Analytical Laboratory Services (ALS) Internal Chain of Custody" 

"Preparation of Radioactive Laboratory Liquid Wastes for Disposal" 

"Preparation of Radioactive Laboratory Solid Wastes for Disposal" 

".4nalytical Laboratory Services (ALS) Project Document Program" 

"Control of Special Source Materials for the Analytical Laboratory" 
Services Department" 

"Calibration Verification of Analytical Balances" 

"Preventative Maintenance for Analytical Balances and Weights" 

Reuom Reviewed 

"Final Report, FEMP Internal Audit 196-09". 
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INTEROFFICE MEMORANDUM 

To: Stephen J. Reutcke, MS81-3 0.u: June 15, 1995 

Spri ngdal e Adomno: N/A 

From: Chris Sutton, M S 3 5 a  FERMCO': M:ETS(ALS) ~95-0382 

Fernal d clknt: DOE DE-AC24-920R21972 

648-5441 SUbjOet: ALS Department Responses to 
Audit Report 195-10 

c: File Record Storage Copy .106.4.14.11 
Ray Danahy, MS35, Fernald Harold Humphrey, MS35, Fernald 
Alex Duarte, MS35, Fernald William Kelley, MS35, Fernald 
Mary Ann Forrest, MS81-1, Springdale Amy Meyer, MS35,  Fernald 
Reinhard Friske, MS52-2 ,  Fernald Mike Rolfes, MS35, Fernald 
John Harmon, MS52-2 ,  Fernald Nelson Weichold, MS35, Fernald 

Attached are the ALS Department responses to findings and observations resulting 
from Audit 195-10 of the ALS Department. The attachment includes the wording of 
the entire flnding/observation as given in 195-10, the wording of the associated 
requirement(s) cited in 195-10, and the ALS Department response. 

Corrective actions for many of the findings and observations have already been 
completed. The remainder of most of the corrective actions will be complete by 
July 31, 1995. A few items either require no corrective actions or no corrective 
actions are necessary in the opinion o f  the ALS Department. 

If you have any questions, please do not hesitate to call me at 648-5441. I will 
be the point of contact for any additional communications or actions pertaining 
to Audit 195-10. 

CS:eab 
Attachments 
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AF-95-0002 
are not be 

F E M C O  AUDIT 195-10 
FINDIN 6s AND RESPONSES 

Program Control Documents (Administrative and Methods SOPS) 
ng issued in a timely manner. A list showing program-contro 

documents (new issues and changes) that are currently 'in process. for 
change/ i ssue was provided by ALS, Department Qual i ty & Procedure Development . 
A cursory review of the listing shows that 13 requests (3 new issues and 10 
changes) submitted during CY-1993 have not, as yet, been issued. The 
issue/change process needs to be more responsible to assure that activities are 
in compliance with program requirements. 

. Requirement: The FERMCO QAPD, Document RM-0012 (Item 4.2.31, specifies that: 
'Timeliness guidelines shall be implemented for distribution of new or revised 
controlled documents.' 

RESPONSE Recent changes initiated by the Compliance and Communication 
Section of the ETS Division to the ALS Department Document Program, 257-0-0014, 
dated 1/30/95, ensure that the issue/change process is more timely. To ensure 
documents are issued in a more' timely manner, the following actions have been 
taken: 1) individuals involved in document development and processing are 
scheduled for training to the program document in July, 1995; 2) the processing 
of documents has been streamlined by having one signature authorization for a 
temporary change or a document cancellation, and formats established for document 
types. Furthermore, review requirements are identified on an individual document 
basis as part o f  the initiation of a new document or revision (see Attachment 
# l ) ;  3) reports are transmitted to document owners on a monthly basis identifying 
overdue processing actions. CORRECTIVE ACTION HAS BEEN COMPLETED FOR ITEM 2,3) 
AND WILL BE CmPLEl'E FOR ITER 1) BY JULY 31, 1995. 

AF-95-0003 
transfer o f  digestates from the radiological sample preparation area to the 
isotopic analysis area. Transfer of custody records of digestate samples needs 
to be routinely documented. 

There is no chain-of-custody record that documents the 

1 
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Requirement : FEMCO SCQ, Document FD-1000 (Item 7.2.1.1.8), specifies that: 
"Each laboratory must follow its established system for assure that sample 
custody is documented for all movements of both the sample and its 
extractsldigestates. 

RESPONSE Transfers of digestates within the Radiologic and Isotopic Group 
will be documented by a note in the batch preparation log book with an 
accompanying signature under the note by the party acknowledging receipt of the 
samples. ALS reserves the right to change this practice to a computerized 
electronic tracking system (using the barcode system in FACTS) in the future. 
Such a system would record the person relinquishing the samples as well as the 
one receiving them. The Manager of the Radiologic and Isotopic Analysis Section 
will issue a policy memo to employees o f  that section providing the above 
information and implementation instructions. CORRECTIVE ACTION WILL BE COUPLEKD 
BY JULY 15, 1995. 

AF-95-0004 

the pages consecutively numbered. 
incomplete. 

Logbook #95-007 for Sample Preparation is not bound nor are 
A l s o ,  sign off sheets within the log were 

Requi rement : The ALS QAMP, Document CIO AC94-0109, Item 13.3.1. specifies 
that: "All logbooks are controlled documents and shall be bound, assigned a 
control number and have sequenti a1 1 y numbered pages. ' 

!Es!mE logbook 195-007 consists of General Binding Company (GBC) pages 
bound by the print shop during printing. The Print Shop considers this to be a 
bound notebook.. . The pages were numbered consecutively by EPH lab. The print 
shop was informed that from now on all customized logs need numbered pages. SIgn 
off sheets within the log are now complete. Logbook assignments in EM lab are 
attached (Attachment 2). CORRECTIVE ACTION HAS BEEN C O W L E T a  

2 
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AF-SS-OOOS 
revision to ALS SOP 256-S-2003,. 

Thorium purifications are being performed from a draft 

Requirement: The FERMCO SCQ, Document FD-1000 (Item 4.4 .3) ,  includes 
requirements for providing and revision of controlled documents. The FERMCO 
QAPO, Document RM-0012 (Item 4.2.3) specifies that: 'FERMCO shall ensure 
control 1 ed documents are distributed to and used by personnel performing work." 

RESPONSE Revision of ALS Method 256-S-2003, "Isotopic Analyses of 
Thorium in Various Matrices in Alpha Spectrometry' has been completed. The 
document is currently undergoing final typing, after which it will be authorized 
and distributed. Issuance of the document is scheduled for June IS, 1995. 
CORRECTINS ACTION H I L L  BE COMPLETED BY JUNE 15, 1995. 

EF- 9 5-0006 
year, however, wrfte-overs, ob1 i terations, and undated correcttons were present 
in most logs maintained in the radiochemistry lab. Notes in Logbook 4378 were 
not initlaled and dated. 

Error correction has shown some improvement during the past 

Requirement: The FERMCO SCQ (Document FE-1000), Item 4.4.2.1,  second 
paragraph, states: "corrections [to records] shall be made by drawing a single 
line through the incorrect Information on hard copies, making the correct entry, 
and initialing and dating the revised entry. 

'm All log books have an Instruction list taped to the front cover 
of the log book to remlnd analysts of the log keeping requlrements of A L S  SOP CIO 
35-0010 entltled 'Log Keeping'. In addition 1 aboratory analysts were reminded 
in a group meetlng that the proper way to make error corrections Is with a single 
line through the mistake and initials of the person making the correctlon. Also 
data cross checkers were asked to pay particular attention to Instances of 
incorrect error correction in lab records and to discuss each instance where this 
occurs with the person who improperly makes corrections. CORRECTIVE ACTION HAS 
BEEN CONPLflED FOR T H I S  ITEH. 

3 
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gF-95-0007 
For Determinatlon Of Alpha And Beta Activity In Various Matrices) does not 
include a correction for self absorption and sets the maximum soltd on the 
planchet at 50 mg. However, the analyst uses 100 mg as a maximum. The self 
absorption correction factor for alpha radiation, which is not applied to the 
rapid screen results, increases from 1.S to 50 mg solids to 2.5 at 100 mg solids. 
The 50 mg maximum needs to be enforced or a correction for self absorption needs 
to be included in the procedure and applied during screening. 

ALS SOP 256-S-3015 (Radiometric Rapid Screening Method 

- _ _  __ __ __ - - ~ I - - ~ -_ -- -- -- I_ - 

Requi rement : 
steps involving the different sample sizes. 

ALS SOP 256-S-3015, Items 7.9 and 7.10, outlines the procedural 

RESPONSE Method 256-5-3015, "Radiometric Rapid Screening Method for 
Determination of Alpha and Beta Activity in Various Matrices", will be revised 
in such a manner as to require that the residue weight on each planchet be 
determined to permit self absorption corrections to be made. Until the new 
revision is issued, the residue weight will be measured and a self absorption 
correction will be applied. But this will be considered a deviation from the 
procedure, and will be so stated in the batch log book. CORRECTIVE ACTIONS YILL 
BE CONPLETED BY AUGUST 15, 1995. 

AF-9 5-0004 

counting room have varied from 63 to 90 degrees F over the past several months. 
The counting equipment is sensitive to temperature swings. 

Temperature recordings for ambient temperatures in the 

Requi r-t: ' The FERMCO QAPD, Document RM-0012 (Items 5 .1  & 5.2) specifies 
that controls include: .controls which influence critical parameters of facility 
operations.. .. .shall be accomplished under controlled condltions.' * 

Em!is€ The HVAC system in the Laboratory Building has certain design 
flaws. In particular, these design flaws cause large temperature variations to 
occur in the Spring and Fall when days are warm and nights are cool. The HVAC 
system operates under a heating/cooling feedback cycle. That is, both the 
heating and cool ing systems operate simultaneously in a continuous feedback mode 
in order t o  hold a set temperature. In the Spring and Fall the chlllers are 
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- - _  . 
turned off at night to prevent freezing of the lithium bromide solution. Thus, 
only the heating system is on and labs get quite hot. In the mornings, the 
chillers are turned on and labs cool down. In short, there is no feedback system 
on the chiller to 'keep the lithium bromide solution warm that will allow the 
chiller to operate continuously. 

In the Laboratory Building Habitability Upgrade Project (for which the Change 
Proposal was only recently approved) funding was included to rectify the above 
problem. The project engineer, Jerry Janes, and the HVAC engineer, John McCloy, 
agree that this is a priority project that can be broken out from the remainder 
of the HVAC upgrade to the Lab Building. Accordingly, the goal is to design a 
feedback control system for the chiller and install it by the end of Fiscal Year 
1995. 
SEPTEMER 30, 1995. 

If the engineering is possible, CORRECTIVE ACTION WILL BE COMPLETED BY 

AF-95-001Q 
attached to the sample container when preservation is required. The pH strip is 
often lost or damaged in transit. The pH of radiochemistry, VOA and metals 
samples are not verified and documented at the analyst level. 

Samples are normally received in the SPL with a pH strip 

Requirement: ALS CIO AC94-0109, item 9.3.1 states: ".....the analyst shall . 

inspect and verify the material type and condition and confirm need for and 
identification of analysis. "of samples upon receipt' and the FERMCO SCQ, Document 
FD-1000 (Item 12.4.3.1) specifies that laboratories shall have: ".....a routine 
that ensures c o w l  iance with preservation requirements.' 

KsE!mE All lab analysts will be instructed that prior to analysis, they 
must verify (uith pH paper) the pH of any water sample that does not have a pH 
strip on the container. The fact that a pH strip was not present will be 
documented in the batch preparation log book along with the result of the pH 
measurement. Nonconfonnance memoranda wi 11 be i ssued for samples not properly 
preserved per ALS SOP AC95-0097. A memorandum to all chemists instructing them 
about the above corrective action will be issued by the ALS Department Manager. 
CORRECTIVE ACTION SHALL BE COHPLETED BY JUNE 30, 1995. 



. .  
. -_  . 

Reagents, standards (stock and intermediate) , tracer spike 
materials, and QC sample materials are not being prepared and/or preparation is 
not adequately identified or documented for traceability purposes, and identified 
bel ow: 

. -  

a. 

b. 

C. 

d. 

e. 

---- - _- - - -. - - _ _  - ._------  --___-_.I____L_ 

Reagents and standards in the thorium purification laboratory are 
not assigned unique identification numbers. 
Standard 209-93-84 showed an expiration date of 09/27/94, but the 
standard is still being used in the thorium purification laboratory. 
Stock and intermediate radiochemical standard solutions are used, 
indefinitely, until exhausted. Evaporative losses can occur that 
would render the standard inaccurate. Expiration dates need to be 
identified with the option to re-verify or dispose of the solution 
when expired. Criteria applied to re-verification of old versus new 
radiochemical working standards needs to be included in SOP 
documents for reference and consistency purposes. 
Reagent and standards logbooks are not reviewed on a quarterly basis 
by supervisory personnel . 
N I S T  traceability is not documented in the logbook for tracer spike 
and QC sample materials used in thorium purification. At the 
minimum, the solution ID number and mass or volume used needs to be 
documented. 

Requi reamts: ALS SOP 257-0-0015, Items 8.5.3.2, 8.6, 8.2.11, 8.5.10, and 
8.5.2 respectlvely. In additlon, the FERMCO SCQ, Document FD-1000 (Appendlx B, 
Form 0-10, Item 5.1.4) shows: 'A NIST or NIST-traceable, or equivalent agency 
standard material i s  used as an internal tracer for each sample analysis". 

1 ... 

RESPONSE Practices regarding the preparation and documentation of 
radioactive standards will be improved in the Radiochemistry Lab in the following 
manner: 
4; The amount o f  standard (tracer, spike material o r  lab control skmple) and a 
Unique source ID number will be recorded in batch preparation log books 50 that 
traceability to the original NIST standard is possible. 
b.c: All standards including intermediate and working solutions will be assigned 
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an expiration date. If a standard has reached the expiration date stated on its 
label, measurements will be made to verify that the concentration of the standard 
has not changed before the standard is used. A new expiration date w i l l  be 
assigned and the details of this process will be recorded in the Reagent and 
Standard Preparation Log Book described in ALS SOP 257-0-0015 entitled ’ 

“Preparation of Reagents and Standards‘. 
ds; The calculations and documentation associated with the preparation of each 
radioactive standard or working solution will be entered into a Standard 
Preparation Logbook. Each entry will be reviewed by a second knowledgeable party 
as it is generated, rather than on a monthly or quarterly basis. Whenever 
possible, part of the documentation shall consist of measurements to demonstrate 
that the measured value agrees with the expected value. CORRECTIVE ACTIONS WILL 
BE c o n p L n m  BY JULY is, 199s. 

AF-95-0012 
not adequate. A more pro-active approach needs to be taken by developing a 
system that prompts and monitors the preventive maintenance and calibration 
activities on a routine basis. A number of non-compliance issues were identified 
during the audit and include: 

The ALS preventive maintenance and cal i brat i on programs are 

a. The calibration tag on a large scale lSX268-SCH was noted to be 
out-of-date and the equipment was not tagged as being out-of- 
service. Documentation was located that showed that the scale was 
calibrated, as required by Scale Maintenance SOP 52-S-1000, but the 
calibratlon tag was not replaced. 
CPC-1 was out-of-service and out-of-cal lbratlon, but was not tagged b. 
as such. After being noticed during the audit, the unit was tagged, 
thus. closing this item. 

c. The calibration frequency written on the g a m a  spectrometer 
callbration stlckers were not in agreement with the calibration 
program requirements. The sticker for unit 4 was corrected as a 
result’of this audlt; the others were not corrected. 

d. Monthly preventive maintenance activitles for the alpha 
spectrometers were not recorded in the maintenance log. 

e. Thennometers and thermocouples in the radiochemistry lab were not 
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_ - _  . 
cal i brated. 

f. Run logs are not maintained to document calibration activities for 
the metals laboratory. Run logs need to be maintained to 
demonstrate that cal i brations have been performed and that 
corrective actions are systematically documented. 

g:-- - A - p ~ v ~ t - i - ~ t ~ ~ e  TchXdul e--anZ1-/oF pFCgF%-i% TotdEuiGitXd- - -  - -__ 

for isotopic, methanol, or TOX/TOC analysis. A programnatic system 
needs to be developed and implemented to address these activfties. 

Requirement : The FERMCO SCQ, Oocument FD-1000 (Items 8.4.1 and 13.2). FERMCO 
QAPD, Document RM-0012 (Item 5 .2 ) .  and ALS C I O  AC94-0109 (Items 5.2 and 6.0) 
establ ishes requirements for preventive maintenance a calibration programs and 
ALS SOP 257-0-008 address tag-out of instruments/equipment 

RESPONSE A Senior Chemist in the.ALS Department, Janet Angert, has been 
asked to oversee the calibration and preventative maintenance program to make it 
more proactive. 

Janet Angert will develop a list (database or spreadsheet) of equipment in the 
ALS Department that requires preventative maintenance and/or call bration by 
vendors (usually through service contracts). The 1 ist will include the 
equipment, the frequency of  the required work, and the next due date. This list 
will be developed by June 30, 1995. 

Janet Angert wlll use thls llst to remind section managers when a. plece o f  
equipment is due for scheduled work. After such work is completed, the 
respective manager (Ray Danahy or Amy Meyer) will notlfy Janet that It has been 
completed so that the list can be updated. Use of the list in this manner will 
begin during July 1995. 

Specific i tems are answered below: 

a. A new calibration sticker (dated 3/2/95) has been put on the scale. 
It will expire in 9/95. The calibration of this scale is maintained 
by Scale Maintenance. To ensure that the calibration is performed 
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b. 
C. 

d. 

e. 

f. 

9- 

. -_ 

and documented on schedule, this scale will be included in the list 
described above. CORRECTIVE ACTION FOR THIS ITEN HAS BEEN 
CORPLETED . 
C1 osed during audit . 
The discrepancy arose because each gamma spectrometer must be 
recal ibrated for each new sample counting geometry. Multiple 
'calibration due' stickers would be required for each detector. A 
separate table has been prepared and placed near each g a m a  
spectrometer which shows the geometries used on that detector and 
when the calibration for that geometry is due. CORRECTIVE ACTION 

Ray Danahy will ensure that all future preventative maintenance 
activities for the alpha specs are properly documented. There is no 
longer a logbook designated 'Alpha Maintenance Logbook'. All work 
for and on this instrument i s  now documented in the "Alpha System 
Logbook.. The operator of the alpha spectrometry system has also 
been reminded of the need to document preventative malntenance 
actlvities. CORRECTIVE ACTION FOR THIS ITEn HAS BEEN COMPLnED. 
Highly accurate temperature measurements are not important to the 
benchtop chemical or physical processes carried out in the 
Radiochemistry Lab. These operations 'would not be adversely 
effected if there was a systematic error of 5 degrees C. or more. 
Consequently none of the thermometers used in the Radiochemistry 
Laboratory are cal i brated. The add1 tional expense of purchasing 
certlfied thermometers for general purpose use cannot be Justified. 
WO CORRECTIVE ACTIONS ARE PLANNED IN RE- TO THIS ITEH. 
Run logs wlll be used to document calibratlon activities In the 
metals laboratory. The following headings shall be used in the run 
logs: Instrument, sequence ID, sample/QC ID, and correctlve 
actions. CORRECTIVE ACTIONS WILL BE COMPLElED BY JUNE 30, 1995. 
Preventative maintenance schedules have been prepared for all 
instrumentation in the Radiochemistry Lab. See item (d) above. The 
Radiochemistry supervisors have been instructed to closely monitor 
performance of PM for all radiochemistry instrumentation. 
Additionally, preventative maintenance schedules have been prepared 

NO CORRECTIVE ACTION NECESSARY. 

FOR THIS ITM HAS BEEN c o n p i n m .  

9 



. - _  - 
for TOC/TOX and methanol analyses. All of the above schedules are 
avallable upon request. CORRECTIVE ACTION FOR THIS ITEl HAS BEEN 
conPLnm. 

AF- 9 5-00 1 
AC94LOr09;Jtem 1 3 X -  -DRT~d-CARs--resul ting--from- QA audits,-NCs-for- the -- ~ 

sample/analysis processes, and items noted on safety inspection reports are 
tracked to closure by AFA but they do not track "deviations" identified during 
self assessments. 

Self Assessments are performed in accordance with CIO 
- 

Requi r m n t :  CIO AC94-0109, Item 13.5.1 specif 
assessment/audit flndlngs and assure resolutlon 
Procedures as appl lcabl e". 

es that: 'AFA shall track 
in accordance with Site 

RESPONSE 
integral part of the TQM process. In this TQM process a group of ALS Department 
employees evaluates a topic, an operation, a process, or some other aspect of the 
ALS Department on a monthly basis. Because the employee assessment i s  designed 
to improve the way the department does its job, and not to identify variances 
from requirements, the ALS Department does not recognize "deviations" as a 
del iverable. Accordingly, it does not track "deviations'. 

The ALS Department views its self assessment program as an 

An outline of the self-assessment process is described by Nelson Weichold in his 
February 27, 1995, letter to ALS employees (M:ENV: (ALS) :95-0148) The relevant 
portion of this letter follows: 

"The report (to ALS Management) should consist of a maximum of three pages 
consisting o f  3 basic' sections: Scope, Information Obtained, and 
Concerns/Recomendatlons. Concerns/Recommendations will be addressed by the ALS 
Department Manager. 

The April self-assessment team was the first to operate under these guidelines. 
An example of the ALS Department's response to employees is appended as 
Attachment 3 (Interoffice Memorandum M:ENV: (ALS) :95-0303 from C. SuttOn entitled 
"ALS Management Response to April Quality Assessment Report Pertaining to 
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Laboratory Safety). 

The ALS Quallty Assurance Management Plan (Section 13.5 .1)  will be modified by 
6/30/95 to read: 

'ALS Management (AFA) shall track assessment/audit findings as applicable 
and assure their resolution in accordance with appropriate procedures, 
good 1 aboratory practices, best management practices, or ALS Department 
pol icies/guidel ines' . 

Finally, the ALS QAMP will have Section 13.4.3 added to it: 
13.4.3 Self Assess ment Employees of the ALS Department will conduct 
periodic self assessments of various aspects o f  ALS Department operations. 
Concerns and recomnendations shall be reported to ALS Department 
management. 

CORRECTIVE ACTIONS SHALL BE COHPLEKD BY JUNE 30, 1995. 

11 
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FERnCO INTERNAL AUDIT 
OBSERVATIONS AND RESPONSES 

A0-95-00Ol Staffing and Resources.. .FERMCO i s  currently undergoing a 
"Voluntary - Reduction In Force. (W-RIF) action. The full impact of the V-RIF 
process will not be real Ized until after April, 1995, but If will , without doubt, 
have a negative impact on ALS activities. The full extent of activities that 
will be affected by the V-RIF cannot be evaluated at this time. Reference FERMCO 
QAPD, Document RM-0012 (Management Pol icy). 

I _I__ -_ - -_ -~ - - __- _-__ __ - ~ - 

RESPONSE The ALS Department concurs with the above observation. 
Ideally, each FERMCO organization unit should have sufficient staff to comply 
with all SRIDs and client-imposed requirements and stlll be able to perform the 
work necessary to get the job done in a timely fashion. Reduction in staff size 
makes it difficult to accomplish both aspects well. 

Through its self-assessment program and TQM efforts, the ALS Department is 
striving to streamline work processes in order to accomplish the work with fewer 
resources. The ALS Department has six major objectives to work toward in FY95 
(M:ENV(ALS):94-0940).  One o f  these is stated below: 

'to stream1 ine and/or clarify, insofar as possible, ALS Department 
operations in order to waste less time, reduce frustrations, alleviate 
unnecessary stress, and become more efficient.' 

This objective, formulated in November, 1994, fully recognizes the stafffng 
reduction Implications alluded to in the above observation and expresses the ALS, 
Department's acttons to compensate for staffing losses. CORRECTIVE ACTION IS A 
C0HIINUI)IG PROCESS. 

AO-95-0002 In addition 
to being a safety concern (wet-sl ippery floors), the leaks could present a sample 
contamination problem. Housekeeping practices need to be improved in the 
following areas, as identified during audit activities: a) Rooms C35 and C43 
were especially dirty and were noted to have paint flaking from ceilings and 
walls; b) Hoods were cluttered in Room 169; c) Aisle was partially blocked in 

The roof leaks in many of the laboratory areas. 
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Room 207; d) A cart was blocking the control panel in Room 169, violating the 36' 
clearance OSHA Safety Requirement; and e) Radiological survey bulletin boards, 
located throughout the laboratory, did not have survey information posted and are 
not being used for their intended purpose. Reference FERMCO QAPD, Document RM- 
0012. (Item 1.3.3 and 1.4.14). 

RESPONSE 
o f  the Laboratory Habitability Upgrade Project. The current schedule calls for 
completion by the end of  October, 1995. The following comments address 
housekeeping practices. 

The roof over the center hallway will be replaced as part 

About 75% o f  the space in Room C-35 is used as storage space for 
excess equipment and furniture. No attempts are made to clean this 
space. The XRF area, which includes about 25% of the space in C-43, 
has good housekeeping practices. 

The analysts responsible for Room C-43 have been instructed to 
improve housekeeping practices. 

Hoods are cluttered when they are actively being used for analyses. 
When they are not used, they are tidied up. 

The aisle in Room 207 i s  temporarily partially blocked by carts. when 
samples are being transported or when large amounts of glassware are 
being washed. The laboratory design is such that no counter space 
is adjacent to sinks; therefore, glassware is placed on carts next 
to the sinks when it is washed. In interim periods, the carts are 
stored so they do not block aisles. 

The cart was removed and employees were instructed not to have carts 
block control panel s. 

Per the building radiation technicians, it is no longer required to 
post room survey information for non-contaminated rooms. 
Contamination areas do have survey information posted near the 

13 
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con t am1 nat  ed area. 

HOUSMEEPIWG CORRECTIVE ACTIONS HAVE BEEN COMPLETED. 
BE COMPLETED BY OCTOBER 30, 1995. 

ROOF CORRECTIVE ACTION TO 

Requirements i d e n t l f l e d  I n  ALS's Chemical Hygiene Plan (CHP), 
i n  most areas, were I n  compliance w i t h  29 CFR 1910.1450. Emergency equipment was 
avai lable i n  work areas and personnel were aware o f  the l o c a t l o n  o f  t he  equipment 
and requirements o f  the CHP. The fo l lowing "observations' were noted. Reference 
FERMCO QAPD, Document RM-0012 (Item 1.3.3). 

Three hoods have been tagged out f o r  approximately one year (1-206, 
1-220, and 1-204). 

Hood 209C i n  Room 209 is alarming. 

Three items were noted i n  Room C43 (hlgh l e v e l  uranium processing 
area): 1) there i s  a safety shower but no. water; 2) there i s  no 
safety eyewash s t a t i o n /  and 3 )  there i s  no heat. 

The elevator a t  northwest end o f  the new no r th  add i t l on  t o  the 
b u i l d i n g  i s  not  operable. l h e  e levator  i s  needed f o r  movement o f  
heavy materi  a1 s/equi pment. 

The d i s t i l l e d  water system I n  Room 206 i s  n o t  working. 

Deionized water i s  not  r e a d i l y  ava i l ab le  i n  a l l  laborator les.  

Conduct lv l ty meters are no t  ca l  i brated nor used I n  Radioanalyt ical  
Laborator l  es . 
The emergency number l a b e l  i s  no t  posted on the  Phone I n  Room 207. 



a,b) We have resubmitted work orders f o r  fume hoods on June 1, 1995, 
through Cleo Adams. He i n  t u r n  has given them t o  the Maintenance 
Estimating Group w i t h  i ns t ruc t i ons  t o  expedite the process. 

C )  A t e s t  o f  the safety shower i n  C-43 showed that i t  worked and contained 
water. There i s  an eyewash and safety shower a t  the i n te rsec t i on  o f  the 
West and Central hallways. These a r e  about IS feet f rom the door o f  C-43. 
Employees have been ins t ruc ted  t o  use t h i s  safety  f a c i l i t y .  Heat w i l l  be 
added t o  the west  end of  the Lab Bu i l d ing  when the l a b  h a b i t a b i l i t y  
upgrade i s  f in ished. The HVAC p o r t i o n  w i l l  be complete i n  about 18 months 
i f  funding holds. 

d) The e leva to r  i s  now operating. 

e;f) The d i s t i l l e d  w a t e r  system i s  now operable, and a l l  labs plumbed t o  
receive d i s t i l l e d  w a t e r  have i t. 

9) Radiochemical ana ly t i ca l  procedures do not speci fy t h a t  d i s t i l l e d  w a t e r  
meet g iven conduct iv i ty  requirements because the analyses do not depend 
upon conduc t i v i t y  t o  y i e l d  high q u a l i t y  data. Therefore, conduct iv i ty  o f  

d i s t i l l e d  water i s  no t  monitored by the radiochemists. 

h) The phone i n  Room 207 now has the emergency number l a b e l  on I t .  

CORRECTIVE ACTIONS. ARE IN PROCESS (a,b,c) OR HAVE BEEN COHPLETED 
(d,e,f,h)* 

AO-9 5-000s 
QC/perfonance sample r e s u l t s  are not  formal ly invest igated. Laboratory 
management are n o t i f i e d  of the o u t l i e r s ,  as reported, but they are not  tracked 

t o  closure. Reference FERMCO QAPD, Document RM-0012, ( I t e m  2.2.6). 

Unacceptable i n t e r 1  aboratory comparison study and 
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BEmW Beginning with the next performance evaluation results, either 
internal or external, that are administered by the Quality Control Laboratory in 
the Quality Assurance Division; outliers will be handled using the ALS Department 
Non-conformance Procedure (AC95-0097). The non-conformance process wi 11 be 
initiated by Quality Control Laboratory Staff as per the attached letter from 
William D. Kelly to Chris Sutton (Attachment 4) .  CORRECTIVE ACTION HM BEEN 

~ ~ _ _ - _ _ _ _  -_ - . I _ _ _ I  

COHPL€lED. 

AO-95-0006 The "Cont 1 nuous Improvement concept needs to be 'promotedn in 
Sections 8 & 9 of CIO AC94-0109, Analytical Laboratory Services Qual Ity Assurance 
Management Plan. "Continuous Improvement i s  not specifically mentioned in the 
identifled areas of the CIO. Document RM-0012, FERMCO's Quality Assurance 
Program, Pages 14 - 18, shows a "strong' comnitment to "continuous improvement' 
activities/processes. From information obtained during audit intervlews, 
apparently the CIO is being re-structured into a format comparable to RM-0012. 
This should provide assurance that requirements o f  RH-0012 are addressed in the 
ALS document. Reference FERMCO QAPD, Document RM-0012 (Item 3.0). 

RESPONSE In the near future, the ALS Department QAMP will be revised to 
conform to the format o f  RM-0012. Meanwhile, the following items have been added 
to Section Eight o f  the QAMP: 

, 

8.1 

8.1.1 

8.1.2 

8.1.3 

h t a l  Oual itv Manaaement The ALS Department will actively uti1 ize 
the Total Quality Management Process described in Criterion 3 o f  RM- 
0012. 
Employee self-assessments as described in 13.4.3 of the QAMP are an 
Integral aspect of total qual i ty management. 

.. , 

The ALS Department will utilize the TQM Department as applicable. 

Employees. .will be encouraged to identify problems and suggest 
solutions in order to improve quality. 

CORRECTIVE ACTIONS WILL BE COMPLETED BY JUNE 30, 1995. 

16 



A0-95-0007 The ALS QAMP, Document AC94-0109, Item 8.4.4.1, first and las t  
sentences,  as presented ,  c o n t r a d i c t  each o t h e r .  The f irst  sentence should r e l a t e  
t h a t :  a )  trip blanks c o n s i s t  of deionized d i s t i l l e d  water  prepared by QA/QC i n  
the ana ly t i ca l  l abo ra to ry ;  and b) t r i p  blanks prepared by sample teams a r e  
prepared el sewhere. 

RESPONSE Sect ion  8.4.4.1 has been modified t o  read: "Tr ip  blanks 
c o n s i s t  of de ionized  d i s t i l l e d  water  prepared either by QA/QC i n  the ana ly t i ca l  
l abora tory  bu i ld ing  o r  by sample teams elsewhere." The l a s t  sentence o f  Section 
8 . 4 . 4 . 1  has been d e l e t e d .  CORRECTIVE ACTION WILL BE COMPLETED BY JUNE 30, 1995. 

A0-95-0008 
counters are not  t r a n s l a t e d  i n t o  con t ro l  c h a r t  formats  f o r  eva lua t ion .  Reference 
FERMCO QAPD, Document RM-0012 ( I tem 3.2.2). 

E f f i c i ency  and background checks f o r  t h e  gas  proport ional  

RESPONSE Spreadsheets  have been prepared so t h a t  d a i l y  e f f i c i e n c i e s  and 
backgrounds f o r  both alpha and be ta  r a d i a t i o n  may be s t o r e d  and p l o t t e d  f o r  each 
d e t e c t o r  i n  t h e  propor t iona l  counter  system. CORRECTIVE ACTION FOR THIS ITEH HAS 
BEEN COHPLETED. 

A0-95-0009 Two "observa t ions"  a s soc ia t ed  wi th  water  p u r i t y  w i t h i n  the 
labora tory  a reas  were i d e n t i f i e d .  Reference ALS QAMP, Document CIO AC94-0109 
(Item 4.1.2) and FERMCO QAPD, Document RM-0012 (Item 3.2.3). 

a. 

b. 

The q u a l i t y  of reagent  water i n  t h e  rad iochemis t ry  l a b  is monitored 
on an a f t e r - the - fac t  b a s i s  through method blanks.  
The water source i n  the TOC/TOX l a b o r a t o r y  i s  not checked f o r  
conduc t lv i ty .  S ince  the TOC/TOX l a b o r a t o r y  analyzes  f o r  
conttltuents t h a t  cannot  be monitored by conduc t iv i ty ,  monitoring i s  
not necessary  for t h e i r  opera t ions .  The problem is t h a t  o t h e r  
groups p e r i o d i c a l l y  o b t a i n  supposedly pure water from t h e  TOC/TOX 
1 abora tory  . 

17 
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RESPONSE 
a. Using blanks to monitor the quality of water in the Radiochemistry 

Lab is entirely appropriate. The only way to monitor the 
'radiochemical quality' of the water is to perform a radiological 
measurement. The presence of nonradioactive ions in this water will 
not effect radiochemical measurements in any significant way. NO 
CORRECTIVE ACTION IS PLANNED IN RE= TO THIS ITM. 

- 
--I_ __ -__ -- __I_- -- ___ ~ 

b. A sign was posted in the TOC/TOX laboratory water system stating 
that this water is to be used for TOC/TOX analyses only. THIS 
CORRECTIVE ACTION HAS BEEN CONPLETED. 

PO-95 - OOlQ 
Column headings were not identified and recent entries were either incomplete or 
missing. Logbook functions need to be clearly identified and column headings for 
documenting logbook entries need to be consistently identified. In addition, to 
ensure proper operation of refrigerators, daily monitoring must be performed on 
a routine basis. Reference FERMCO QAPD, Document RM-0012, Item 4.2.6. 

Refrigerator logs in the GC/MS VOA area were incomplete. 

RESPONSE VOA refrigerators and column header requirements were corrected 
to contain appropriate headers and were reviewed with lab personnel. Back-up 
personnel were identified to ensure daily monitoring. THIS CORRECTIVE ACTION HAS 
BEEN COHPLETED. 

fiO-95-0Ou 
responsible for maintenance of working or historical files nor do they specify 
retention requlreeents. Reference ALS QAMP, Document CIO AC 94-0109 (Item! 3.7.2 
and 10.2.1). identify documents created and controlled by ALS and Item 3.7.2 
specifies that the records are maintained in accordance with WE Order 1324.2A. 

ALS program control documents do not Identify "who? '1s.- 

me!W The Document Control Group in Analytical Data Manag-nt W M )  
(a subsection of the Sample Management Office) maintains working and files 
related to analysis and sample management (excluding raw data for the onsite 
analytical labs). SOP C I O  AC95-0014 "Document Tracking and Control Within 
Analytical Data Management' defines the procedures used to store, maintain, and 
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track records held by ADH. This CIO describes the physical layout o f  files, 
sign-out procedure for removal of originals, and the database system used to 
manage document receipt and location. 

Historical files are maintained by the Records Management Department of 
Environmental Technical Services. SOP CIO AC95-0015 "Analytical Data Management 
Release Completion Assessment' out1 ines the steps necessary to ensure a given 
document set is complete before archiving is initiated. . 

Retention periods for working files are specified on the Project Profiles 
provided to ADM by Analytical Customer Support for each project. The default 
retention time is 6 months from project completion. All documents maintained by 
A D M  are stored in accordance with DOE Order 1324.2A.. NO CORRECTIVE ACTION TO BE 
TAKEN. . .  

AO- 9 5-00 1 2 
analysis logbooks in the radiochemistry 1 aboratory are performed and documented 
on an infrequent basis (monthly to quarterly). Several instances o f  "no review" 
were noted in the organics and metals areas. This is not good laboratory 
practice. Reference FERMCO QAPD, Document RM-0012 (Item 4.2.6). 

Supervisory review and approval of sample preparation and 

RESPONSE All radiochemistry raw data, including sample preparation log 
books, are cross checked by an independent party before analysis results are 
released. Thls is done for every batch. The supervisory review of logbooks on 
a monthly basis is a redundant practice. Radiochemistry management considers 
this practice to be entirely adequate. In the organics and metals areas, the 
supervisor or designee reviews logbooks on a monthly to quarterly basis depending 
upon frequency of analysis or use o f  logbook. Inorganlc/organic Management 
considers th is  practice to be adequate. NO CORRECTIVE ACTION IS PUNNED IN 
REGARD TO THIS ITM. 

EO-9 5-0013 The Satellite Accumulation Area (SAA) work station contained 
an out-dated copy (Revision 2) of SSOP-0035. The latest revision (Revision 3) 
was issued on October 18, 1994. ALS needs to make sure responsibiliti- are 
assigned and that work stations are routinely monitored to assure that the most 
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current issues of SOPS are readily available at the user level. Reference FERMCO 
QAPD, Document W-0012 (Item 4.2.3). 

RESPONSE The Analytical Laboratory Services (ALS) Department document 
program (257-0-0014) describes the distribution of documents. In administration 
of the program, management identifies required documents to be in the work area. 
Documents required to perform work are maintained in established procedure record 
book stations. The record book stations are identified by number and maintained 
by ALS personnel. The copy of the document in the satellite accumulation was not 
placed through the record book station system. That document has been removed 
and ALS personnel assigned to oversee sate11 ite accumulation areas were 
instructed in a staff meeting to only perform work using documents located in the 
established record book stations. 

- --___ __ I_ - 

BO- 9 5 - O O l 4  
associated with the FACTS system appear to be unnecessarily fragmented. 
Procedures appear to need review and compil ationlreorganiration. Reference 
FERMCO QAPD, Document Rn-0012 (Item'4.2.1). 

Procedures that describe Sample Management work activities 

RESPONSE Procedure 776-S-4001 "Sample Analysis Planning in the Sample 
Management Office" is being revised and will address the issues raised in this 
observation. This procedure will provide an explanation on how the separate 
procedures i n  SMO tie together. A Laboratory Information Management Systems 
guidance document is also in the early stages of creation. This document will 
bind the data management activities associated with sample management to the 
activities/responsibilities for maintaining data in FACTS. CORRECTIVE ACTION TO 
BE CONPLETED BY JUNE 30, .1995. 

1\0-9 SO017 
Corrective actions need to be documented to identify reasoning for re-anabsis, 
etc. Reference ALS QAMP, Document AC94-0109 (Item 9.6.1) 

Corrective actions are not routinely noted in VOA run logs. 

EEwMsE Corrective actions are being noted now in the VOA runlog. The 
runlog will be modified to allow more room for corrective actions. CORRECTIVE 
ACTION WILL BE COHPLETED BY JULY 1, 1995. 
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8o-35-0018 Only the last five digits of the FACTS sample identification 
number are recorded in the alpha spectrometry run log book. This practice does 
not provide for unique sample traceability in the identified log book. Reference 
FERMCO QAPD, Document RH-0012 (Item 5.4.9). 

RESPONSE Prior to January 3, 1995, sample identification in the 
radiochemistry lab counting room consisted of the last 5 digits of the FACTS 
identification number. Since January 3, 1995, the entire FACTS identification 
number i s  used to uniquely identify all samples. NO CORRECTIVE ACTION IS 
NECESSARY. 

AO-9S-OOl$ Three "observations' were identified associated with 

Thermal Mass Spectrometry Laboratory. Reference FERMCO QAPD, Document RM-0012 
(Item 6.2.6, 6.2.7, and 5.3.9, respectively). 

Spreadsheets for CCV, LCS, duplicates, and unit conversions have not 
been verified to ensure that the calculations being performed are 
correct. A systematic check of spreadsheets needs to be performed 
on a routine basis to ensure that conversions being made are 
accurate. 

b.  Data entered on spreadsheets i s  not cross-checked. Cross checks 
need to be performed to ensure that data has been entered correctly. 

c. Analyst identification is not documented on worksheets used for tray 
loading. Preparatory sheets:need to document analyst identification 
for traceabil i ty purposes. 

spreadsheets and worksheets prepared by analysts in the 

a. 

a. Spreadsheets used in the Mass Spectrometry Lab will be verified by 
hand calculations to ensure that the calculations are being 
performed correctly. However, obtaining the correct result on 
laboratory control samples and other quality control samples is an 
adequate systematic check of the accuracy of the spreadsheets. If 
a spreadsheet has become corrupted, it would be evident from the 
results of these QC samples. This'check is done with each batch of 
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- - _  . 
samples. CORRECTIVE ACTION WILL BE CONPLEED BY JULY 30, 1995. 
Data entered i n t o  spreadsheets will be cross checked t o  ensure tha t  
i t  has been entered correctly. Spreadsheets will be signed and 
dated by the cross-checker t o  signify tha t  the material has been 
checked and approved. CORRECTIVE ACTION WILL BE IHPLMENIXD BY JUNE 

Mass Spectrometry analysts will be instructed t o  record who loads 
trays so t h a t  this becomes part of the analysis records. CORRECTIVE 

b. 

- --I __ __ -- -3*- - ~ - ~ ~ 5  ____ I _- -- ~ - -- - - __-  - -- __ -- 

* 
c. 

ACTION WILL BE COHPLETEO BY JUNE 30, 1995. 

A- The three 'observations' 1 is ted below were ident i f ied during 
this a u d i t  b u t  will be more thoroughly evaluated during Audit  195-03 (Computer 
Software Val idation, FACTS and SWIFT-) scheduled t o  be conducted i n  mid-Uarch, 
1995. 

I 

a. 

b. 

C.  

RESPONSE 
a. 

b. 

Analytical data packages received from sub-contractor 1 aborotories 
and software are not virus checked pr ior  t o  use. 
Software i s  canned, b u t  customized for FEMP use. No evidence was 
produced t h a t  documents FERMCO val idation and ver i f icat ion 
ac t iv i t ies .  
Ttie FACTS computer system cannot always keep up w i t h  the demand. 
The Sample Processing Laboratory (SPL) loses valuable time when 
FACTS cannot be accessed. 

A l l  software and electronic  data received froa subcontractor 
laboratories are now routinely being virus checked using the 
Mlcrosoft Antivirus program pr ior  t o  use. CORRECTIVE ACTION HAS 
8E.m C O A P L r n .  
Information Resources Management (IRM), the owner of the original 
validation and ver i f icat ion documentation f o r  FACTS, was not able to  
locate the documentation, even following the FACTS/SWIRS audi t  i n  
March 1995. However, IN does possess documentation from the 
consultants t ha t  performed the Val idation and verification 
ac t iv i t i e s  indicating closure and user acceptance. A l l  FACTS 
related software now received is  vertfled and validated according t o  
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the nature of the software. Such 'V and V' i s  documented by the ALS 
NH Group. NO CORRECTIVE ACTION TO BE PERFORHED. 

c. Users' perceptions of FACTS being slow and/or unaccessible are 
somewhat inaccurate. Although it is true that the bottom line is 
the same (they have trouble getting their work done), the reasons 
are not always related to FACTS. There are four primary factors 
that affect FACTS system Performance: 

1. 
2. 
3. 
4. the FEMP local area network 

the V A X ,  which is the mainframe on which FACTS operates 
Oracle, which is the database engine for FACTS 
SQL*LIMS, which is the software base for FACTS 

Unfortunately, ALS has no control over the VAX or the network. 
DowntIme or poor performance on either of those platforms is managed 
by IRn. Note, however, that IRM has been provided with benchmark 
data which demonstrates that VAX performance has degraded over the 
past 8 months, while FACTS (SQL*LIMS and Oracle) performance has 
remained relatively stable. 

That i s  not to say that FACTS performance cannot be improved. ADM 

Is continually trying to modify either the data in FACTS or the 
Oracle structures that support it to attempt to gain performance. 

In terms of actual downtime, FACTS itself has been down very tlttle, 
less than 3% over the past year. CORRECTIVE ACTION FOR THIS ITEN IS 
ow6oIw6. 

A1 though analytical and top-loading balances are routinely 
checked with Class C checkweights, acceptance ranges f o r  the checkweighing 
process have not been established. In order to effectlvely document balance 
calibration .activities, acceptance ranges need to be formally established. 
Reference FERMCO QAPD, Document RJ4-0012, I tern 3.2.3) . 
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RfSP9WSE 
weighing check weights will be defined by ALS management in consultation with the 
senior chemist (Janet Angert) overseeing the department preventative maintenance 
and calibration program. All analysts will be informed when the acceptance 
limits are established. These limits shall also be recorded in the logbook used 
to document the results of the check weight measurements. CORRECTIVE ACTION WILL 
BE CORPLET'ED BY JULY 31, 1995. 

Acceptance limits for check weights and the process of 

I _I I ___ ._-I- __- - -  - - - - - -- _ _ _ - - ~  - 

AO-SS-OOU VOA holding blanks are not being routinely analyzed. The 
holding blanks need to be routinely analyzed to ensure that samples are not being 
contaminated during storage. Reference FERMCO QAPD, Document WOO12 (Item 
3.2.3). 

RESPOHSE Approximately 80% of VOA samples analyzed have no detectable 
compounds in them. Trip blanks, which are also stored in the refrigerator, have 
a1 so consistently had no detectable compounds. Thus, all evidence indlcatet that 
no contamination occurs from the refrigerator. Given the low sample load for 
VOAs (approxlmately 3 samples every two weeks), refrigerator holding blanks are 
not justified wlth each sample. However, refrigerator blanks will be analyzed 
on a monthly bas is  as a precaution. CORRECTIVE ACTION CONPCETED. 

. .  

. . .  

AO-95-0023 Methanol used for VOA analysis is not checked to verify purity 
prior to use. The purity needs to be checked in order to eliminate propagation 
o f  sample contamination due to use of contaminated solvents. Reference FERMCO 
QAPD, Document Rw-0012 (Item 3.2.3) 

BEmisE When a new stock of methanol i s  used, the VOA analyst will 
check its purity and verify prior to continued use. T h i s  will be done by 
analyzing the mthanol as i f  it were a sample in order to identlfy and quantify 
possible VOA contaminants. CORRECTIVE ACTION HAS BEEN COMPLETED. 

4 Devi ation Report, DR94-176, i s closed. Audit /surveil1 ance/CTR 
interfaces with sub-contractor analytical 1 aboratories are performed semi- 
annually. Audi t/surveill ance personnel contact CTRs and are aware of problems 
currently being experienced and are considered to be a 'designated 
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representative' for the identified CTR when off-site laboratories are evaluated. 

RESPONSE 'None necessary. 
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1 INTEROFFlCE MEMORANDUM 

__I__ _- - ___ _ _  .- -I----- -- 

Denise Arico, MS35 0.r: Hay 15, 1995 
Robert Bolln, ~ ~ 3 5  
John Reilrnan, MS3S 
8111 Yesterman, MS3S 

To: 

Femald WUUU-: N/A 

koca: Chris Sutton, M S 3 S a  w c o  I: M:ENV: (ALS) :95-0303 
. .  

-: Fernal d Qm: DOE DE-AC24-920R21972 

738-9450 (kbbuc A S  Hmagement Respoma to 
Apri l  Qual ity Assessmmt 
Report Pertaining to 
Laboratory Safety 

c :  FIle Record Storage Copy 106.4.14.11 
Ray Oanahy Amy Meyer Debbie Reichard 
Alex Ouarte Ne1 son Wei chol d Michel e Mi 11 er 

Thank you for your assessment pertaining to laboratory safety. I appreciate your 
comnents and suggestions. Your report has been reviewed by Amy Meyer, Ray 
Oanahy, Nelson Welchold, and myself. Our responses are as fO1lows: 

1. By Hay 31st all unsatisfactory items will be corrected. The 
Chemical Hygiene Offlcer. (CHO), Robert Bo1 in, and Foci1 1 ties 
Services personnel will help as requested by Section Managers. 

2. 

3.  

Each Section Manager will infonn the ALS Department Manager a the 
Yn niting when the corrections have been implemented. 

As'&- of the correction process, the analytical staff will be 
apgt f t rd  o f  th8 safety requirements. 

Additionally we recommend the following: 

1. That chemical storage inspections be performed on a quarterly basis. 
We urge the Chemical Hygiene Committee to make this change t o  the 
Chemical Hygi ene P1 an ASAP. 



.-- - - _  /a 
.- --- 

INTEROFFICE MEMORANDUM 

FERMCO NO. W : D ( v :  (ALS) :95-0303 
May 15, 1995 
Page 2 

2. That once per year the chemical storage inspectlon is included as an 
ALS monthly self-assessment activity or as part of a more general 
safety sel f-assessment. 

CS:eab 



INTEROFFICE MEMORANDUM 

R d r m o :  

FERMCO #: 

Loatim: Fernald S i te  

From: W i l l i a m  D .  Kel 

L=d-: Fernald S i t e  ca.m: 

Extension: 648-5781 Subjoct: 

4 .  cr, 6 7 8  

__ .- -_ - - ._ - _- - ._ -I 

May 31. 1995 

N I A  

M:POA: (QCL) :95-0162 

DOE DE-AC24-920RZ1972 

FERMCO In ternal  Audit 
195- 10 Audit Observations 

c :  F i l e  Record Storage Copy 106.4.4.1 - 
Reinhard Friske. MS52-2 
Vern Turner. M S l O  

On attachment 1. page 5 o f  8 the observation A0-95-0005 states:  "Unacceptable 
interlaboratory comparison study and QC/performance sample resul ts  a re  not 
formal ly  invest igated".  Laboratory Management are no t i f i ed  of the ou t l i e rs .  as 
reoorted. but they a re  not tracked t o  closure. Reference FERMCO QA PD. Document 
RM-0012. ( ItM 2 . 2 . 6 ) .  

In  consultation with Chris Sutton, Manager o f  ALS, the Qual i t y  Control Laboratory 
( E L >  w i  11 use the "ALS Laboratory Operations Non-Conformance" procedure 
AC95-0097 t o  i n i t i a t e  required followup by ALS s t a f f .  

As on aside. I do not understand the  relevance o f  the RM-0012 Items 2.2.6 t o  t h i s  
i ssue. 

WDK : csw 



INTEROFFICE MEMORANO 

Chris Sutton 0.1.: April 18, 1996 To: 
- I_ _______I.___I ~ __I.____ .I -- - 

Lout ion:  FERMCO, MS35 Reference: N/A 

From: Mary Ann Forrest m M C O  #: M : PQA : PO QA : 9 6-00 2 1 

L-tim: FERMCO, MS43 Client: DOE DE-AC24-920R21972 

SUbbCt: TRANSMl7TAL OF FINAL 
REPORT, FEMP INTERNAL 
AUDIT 196-09 

c: File Record Storage Copy 106.4.4.7 
John Bradburne, MS1 
Tom Cox, MS18 
James Cross, MS90 
Ed Grau, MS43 
Duane Lerch, MS43 

Joe Neyer. DOE/FN, MS45 
Mike Page, MS43 
Grace Ruesink, MS8 1-2 
Harold Swiger, MS43 
Oayne Thomas, MS46 

A final report is attached describing the audit conducted in your facility during the week of 
March 25, 1996. The audit was conducted in accordance with requirements stated in 
FERMCO's Quality Assurance Program, RM-0012 and the Sitewide CERCLA.Quality 
Assurance Project Plan (SCQ). 

Your department personnel are commended for their knowledge and familiarity of 
applicable procedures and instrumentation. Also, the cooperative manner in which ALS 
personnel assisted the auditors contributed to  the timeliness and success of the audit. 

You are requested to  review the findings in the attached report and provide response 
actions by April 30, 1996. 

Lead Auditor 

MAF:dje 
Attachment 



FERNALD- . - -  - ENVIRONMENTAL RESTORATION MANAGEMENT CORPORATION 

FERNALD ENVIRONMENTAL MANAGEMENT PROJECT 

QUALITY ASSURANCE AUDIT NO. 196-09 

Environmental Technical Services - Analytical Laboratory 
Date of Audit: March 26-29, 1996 

Date of Report: April 15, 1996 

Audit Location: FERMCO On-Site Laboratory 
Low Level Laboratory 

Audit .Team 
Members : 

Purpose and 
Scope: 

Executive 
Summary : 

Mary Ann Forrest, Lead Auditor 
Grace Ruesink, Auditor 
Harold Swiger, Auditor 
Dayne Thomas, Technical Representative 
Jim Cross, Technical Representative 
Vic Gill, Technical Representative 

To investigate activities in conjunction with 
relevant elements of the FERMCO Quality 
Assurance Plan, RM-0012, Sitewide CERCLA 
Quality Assurance Project Plan, and Nevada 
Test Site Requirements, NVO-325; to assess the 
capabilities and effectiveness of the 
implementation by Laboratory personnel. 

Laboratory personnel have developed and 
implemented basic program requirements and 
administrative controls necessary to meet 
established criteria. Their capabilities 
compare favorably with, and in some cases 
exceed, analytical services provided by off- 
site laboratories. They appear capable of 
producing ASL B/C/D data packages for 
radiochemical analyses, but incapable of 
producing the same type ASL chemical data 
packages. Reservations exist about ALS 
maintaining needed frequency of production of 
ASL D radiochemical and/or ASL B Metal data 
packages. Reservations also exist about ALS 
producing radiochemical data packages with 
results which are blank and non-blank 
corrected. 

Audit Conduct: A formal announcement of the intended audit 
was sent to Laboratory personnel along with an 
Audit Plan. The auditors held a pre-audit 
meeting on March 21, 1996 to discuss audit 
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assignments and address questions by the Team. 
~n opening meeting was held on March 26, 1996, 
with Laboratory personnel to discuss areas of 
assessment and counterpart assignments. 

Throughout the assessment, various procedures, 
. program plans, and record files were reviewed. 

Quality, analytical, health and safety, and 
waste handling checklists were used to 
evaluate the processes observed 

the Interlaboratory Data Review 
Comparability (IDC) Program revealed that out 
of four labs submitting data for all analytes, 
e.g., metals, volatiles, semi-voiatiles, 
radiochemicals, minerals, etc., ALS ranked 
number 3 for quality of data. 

~ - -  -- - ----- -- - _ _  -- - -- - - ----- - 

of 

The following people were interviewed during the course of the 
audit: 

AUDIT 

Jan Angert 
A1 Bacon 
Donna Baker 
Barry Beegle 
Carl Bishop 
Deborah Brennan 
Barbara Campbell 
Baohe Chen 
Tim Dall 
Ray Danahy 
Mark Durrough 
Mark Harper 

DETAILS 

Harold Humphrey 
Mike Keller 
Jean Kunze 
Shelly Kuntz 
Virgil Lacey 
Martin Lake 
Amy Meyer 
Frank Miller 
Paul McSwigan 
Ervin O'Brien 
Tim Weigel 
Jane' Wise 

A. FUNCTIONAL CATEGORY A: MANAGEMENT 

1.0 criterion 1 - Program 
Analytical Laboratory.Support (ALS) personnel maintain and 
implement a very organized quality assurance program which is 
binding on all personnel. A revision to the document is out 
for review by Managers and should be in'effect by April 30, 
1996. Issuance of the approved document will close out the 
last open item from the previous audit. 

ALS has just undergone a major reorganization, combining 
redundant functions and reassigning personnel to suitable 
positions. One major change in the organization is the 
addition of a QA Officer who is matrixed from the P/QA 
Division. All of the required systems are in place and 
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appear-to be working, with noted exceptions. The management 
team .seems to be very well structured, and supportive of 
facility processes. 

A comprehensive Safety and Health Program which encompasses 
radiation safety, chemical safety, and waste programs is in 
effect . 
Two identified areas do not appear to have adequate personnel 
to support their processes, however, the problem had been 
previously addressed by ALS and corrective action is being 
implemented. 

The laboratory is maintained in a well-organized manner. 
Housekeeping practices have noticeably improved since the last 
audit. 

2.0 Criterion 2 - Personnel Training and Qualification 
ALS is supportive of the concept that personnel shall be 
trained and qualified to perform their assigned work. 
Resumes of select personnel (15%) were reviewed and the 
organization chart was scanned to identify change in key 
personnel since the last audit. A review of analysts' 
performance evaluations was conducted to ensure certifications 
were current. 

3.0 Criterion 3 - Quality Improvement 
The Laboratory personnel QA program implements processes to 
detect and prevent quality problems and promote continuous 
quality improvement. A Total Quality Management Project Team, 
comprised of representatives from all labs, meet on a regular 
basis to discuss implementation of identified improvements, 
e.g. methods and procedures. Persons interviewed projected a 
knowledgeable and positive attitude. 

A closed loop corrective action system was .assessed and 
verified to be in effect. 

4.0 Criterion 4 .- Documents and Records 

breakdown in document control. However, for e most part, 
Review of laboratory systems indicated 

See records were maintained and easily retrievable. 
Attachment C for a listing of documents reviewed. 

Detailed sample, and standards logbooks were maintained by 
analysts, and preventive maintenance (PM) logbooks were 
maintained near equipment. However, with minor changes to 
Chain of Custody, standard prep, and PM logs, laboratory 
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I 
personnel could make better use of the data for traceability 
purposes thus improving quality of activities. - - -.-- 

<See Finding 1, Attachment A. - 
~ 5.0 Criterion 5 - Work Processes 

and login to sample disposition 
though there is no evidence of lost 
of a "stand-alone"interna1 Chain 
ttrelinquished by" column in the 

instructions were prevalent. 

the process.;/ 

ALS recently gained control of their procedures and assigned 
a Team to conduct review and revision of the procedures, as 
needed. Currently, the level of detail required to meet 
FERMCO protocols was not always evident. 

See Findings 2 and 3, Attachment A. -- L A -  

6.0 Criterion 6 - Design 
The building was designed specifically as an analytical 
laboratory. The security system appeared adequate to prohibit 
entrance of unauthorized personnel and to prevent loss of 
samples. Postings indicated unauthorized personnel must be 
escorted at all times. 

ALS had two electronic information systems, FACTS and WISDM, 
which currently handle, e.g., sample processing data, 
personnel information, corrective action data. The software 
is access controlled. Upon request f o r  modification, a form 
is generated with user sign off and submitted to the Data Base 
Administrator. 

7.0 Criterion 7 - Procurement 
Past history indicated a procurement control system was in 
place. 

Criterion 8 - Inspection and Acceptance Testing 
A preventive maintenance program (PM) and calibration program 
were in place, however, discrepancies existed in both areas. 
PM schedules were maintained which contain per.iodic reminders 
for calibration, but in several instances, the schedules were 
not in or near the PM logs. PM schedules were inserted in PM 
logs during the audit to provide notice of PM and calibrations 
requirements. 

Criterion 7 was not addressed during the audit. 

8 . 0  

4 

~ 
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9.0 

10.0 

Systems that establish chemical analysis controls for the test 
and'examination servicewoFided to support site restoration, 
and environmental monitoring were inadeuuate as jdentified. 

_.--- - 
See Findings 4, 5, and 6, Attachment A. .- -_ - ---.- 

Criterion 9 - Management Assessment 
A documented management assessment and self assessment program 
were perused. 

A copy of the latest comprehensive assessment is contained in 
this audit file. 

Criterion 10 - Independent Assessment 
Independent assessments by P/QA are conducted in accordance 
with the SCQ. Outside organizations, i.e., EPA, Nevada Test 
Site (NTS) periodically review the assessments conducted by 
P/QA- 

Mary AnK Forrest, Lead Auditor 

Grace Ruesink, Auditor 

James Cross, Technical Representative 
.y IC 9' .y: 7 E 

4 - 9  -,. c 
' -  

Dayne Thomas, Technical Representative 
?IC'! y"3f  

-.. - - -  - *  

Victor Gill, Technical Representative 

$1 G 2AT2 ?E 
Tom Cox;!%ical Representative 

- APPENDIX A 
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Requirement: 

FINDINGS - 196-09 
-4-*.2-* 1 

A system shall be established and implemented to 
control preparation, review, approval, issuance, ' 
use, and revision of documents that establish 
policies, prescribe work, specify requirements, o r  
establish design. 

Discussion: 

. -  

Requirement: 

A systematic breakdown in document contr-01- w-as-- 
-evi-dent:---'That-VaT iKd1cSed by work instructions 
and procedures not being as detailed as required to 
safely perform work, and by not reflecting actual 
work being performed. 

- There did not appear to be an obvious way to 
tell when procedures were in review or had 
been reviewed unless a revision had been made. 

The review cycle of 3-5 years is far too long, 
as evidenced by procedures not reflecting 
actual work processes. 

- specific requirements for procedures were 
issued as memos. Procedures did not indicate 
that a modification or a clarification had 
been issued. Two specific examples are the 
recently issued balance and pipet calibration 
requirements. 

- 

LGqbooks were not adequately structured nor 
contToIled, e.g., 

- Neither calibration acceptance nor corrective 
action requirements for pipet calibration were 
present with the log. (GFAA) 

Logbook for the Leeman Plasma Spec 2.5 ICP was 
not available. 

- 
- Logbooks supporting chemical analysis controls 

were in loose leaf notebooks that were not 
sequentially numbered and/or controlled. (Low 
Level Lab, ICP-MS Lab) 

- Instructions for filling out the Maintenance 
and Calibration Logbook were not identified 
within the SOP. 

RM-0012, 5 . 2 . 2  
work shall be performed to established technical 
standards and administrative controls. Work shall 
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.. I .e: ' ,  , . .. . . .  
be planned, authorized and accomplished under 

. -_  - controlled conditions using technical standards, 
instructions, procedures, or other appropriate 
means of detail commensurate with the complexity 
and importance of the work. 

_ -  

Finding 2: Work related instructions and/or specific 
procedures were not available and/or controlled 
for: - review/revision of procedures (memo) - use of the auto loader in the kPA procedure - chain of. custody (intra-laboratory) - uranium and thorium interelement corrections - check of distilled/demineralized water 

Discussion: Uranium and thorium interelement corrections are 
not being performed on the ICP. The instrument has 
no uranium photodetector, however, the analysts 
compensate for this, but a.procedure describing the 
compensation was not available. A laboratory's 
inability to correct for uranium and thorium 
interferences is viewed as a serious defect 
affecting quality. Uranium and thoriaurn 
interelement corrections for the ICP are required 
of all FERMCO subcontract laboratories due to their 
demonstrated presence in FERMCO samples". 

There is no documented FERMCO intra-laboratory 

section 7.2.1.1, P S .  Off-site laboratories are 
required to have a dedicated chain of custody 
procedure addressing specific topics (SCQ E. 4.1) . [( 

Finding 3: Work instructions and procedures are not as 
detailed as required to safely perform work, and do 
not reflect actual work being performed, e.g., 

chain of custody procedure as 5SqTiired .- by SCQ 

. .  

- Method 3062, 8 / 3 0 / 8 9  
0 Procedure does not reflect operation of 
equipment currently in use 

- 256-S-0006, Rev. 0 
0 Westinghouse stores items are referenced 
0 Procedure needs to provide for a positive 

test for organic material 
0 Dangers related to heating perchloric acid 

to dryness if organics are present are 
seriously understated 

0 Steps related to boiling and heat lamp 
evaporation need to stress low and slow 
to prevent sample splattering 

0 "Selected Gamma Emitters by Increasing 
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I 
Energy" is outdated 

0 Figure 1 Work Record is outdated 

6 7 %  

- SOP 9031, Rev. 0, 8/14/91 
0 Procedure only generally relates to current 

Overall work instructions/procedure program needr 
to be reviewed for accuracy and completeness. 

established --as required and implemented for 
acceptance testing to demonstrate that items will 
perform as intended. 

practices 

Discussion: 

---&mi27 -c.x i- A t e s t  c o n t r c  program shallbe- 

$ Finding 4: 

Finding 

Requirement: c Finding 6: 

Electronic spreadsheets currently in use have not 
been routinely verified in order to ensure they are 

RM-0012, 8.5.5 - Measuring and test equipment is to 
be calibrated Zgainst standards having an accuracy 
that will ensure that the equipment being 
calibrated will be within required tolerances. If 
nationally recognized standards exist, calibration 
standards are to be traceable to them. 
..calibration standards are to have a greater 
accuracy than the standards being calibrated. 

I 

calculating correctly. (Low Level Lab) _- -- 77- 
--- -*- 

Calibration standards do not have a greater 
accuracy than the standards being calibrated, 
calibrations had expired on standards, e.g., 

- Weights used to check balances were not in the 
same range as the working range of weights 
being measured, (Low Level Lab), and 
certifications of the standard weight sets in 
the laboratory were expired. One set of 
weights was out for calibration. 

- The laboratories do not have acceptable 
standards to certify the daily overcheck 
weights accompanying the laboratory balances. 

!.I . - * (- , 

RM-0012 8.6.1 - Establish chemical analysis 
controls for the test and examination services 
provided to support site restoration, environmental 
monitoring, and health programs. 

- 

controls were not in place for the test and' 
examination services provided to support site 

8 



_ _  restoration and environmental monitoring, e.g., 

- Samples requiring preservation for M A  
analysis were not being recorded. (256-S- 
1004, Sections 6.1 and 6.1.1), 

Lot numb-ers of acids used for sample prep are 
not being documented. 

- Outdated standards were stored with active 
stanxards in storage cabinets. (SOP 257-D- 

.-_ - 

e*g.' a! Mf- 
. -  

(Low Level Lab) c,fi 
- 

0015) 

- Reagents found in the EPM Lab did not have 
expiration labels; expiration labels did not 
-have the -received and/or opened date entered 
on the label. (SOP 257-D-0015) -w 

- -  Several undated working standards were 
observed f 6 r t h e T M .  ,- ~ d o  

Discussion: Expiration dates on many standards indicate only 
the Itmonthtt and ttYeartg on the label. A statement 
of clarification/policy statement is needed 
declaring whether this refers to the first day of 
the month or the last day of the month. This can 
prevent future personal discretionary 
interpretations as to whether a standard is in 
compliance. 

.- 
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APPENDIX C 
DOCUMENT REVIEW 

0 3062, 8/30/89 - Determination of Trace Uranium by Kinetic 
Phosphorescence Analysis 

0 9011 Rev.0, 4/17/91 - Quantitative Analysis of Uranium and 
Thorium in soil Samples by Energy Dispersion X-Ray 
Fluorescence (EDXRF) Spectroscopy 

0 9031 Rev.0, 8/14/91 - Management-and Reporting of Analytical 
Laboratory 9031)--- -- Results - (new document /AC96-0028 replaces SOP 

- - - 
- - 

e 

e 

e 

0 

0 

0 

e 

e 

0 

e 

e 

e 

e 

e 

e 

e 

e 

0 

0 

e 

e 
e 

256-S-0123, Rev. 0, 2/28/96 - Calibration and Operation of a 
Computer Gamma Spectrometry System 
256-S-2001, Rev. 1, 8/2/95 - Uranium Isotopic Ahalysis of 
Various Matrices by Thermal mass Spectrometry 
2564-3017, Rev. 0, 9/11/95 - Uranium Isotopic Determination 
in Water by Alpha Spectrometry ** 
256-S-3018, Rev. 0, 9/18/95 - Uranium Isolation and 
Purification from Various Matrices for Subsequent Uranium 
Isotopic Analysis 
256-S-3022, Rev. 0, 3/27/95 - **** 
256-5-6008 Rev.0, 11/28/94 - The Determination of Uranium, 
Manual Volumetric Method 
256-S-6026 Rev.0, 11/28/94 - The Determination of Uranium, 
Automated Volumetric Method 
256-S-6039 Rev.0, 2/22/96 - The Colorimetric (BrPADAP) 
Determination of Uranium Using An Auto Analyzer 
257-D-0008 Rev.0, 11/15/94 - Instrument and Equipment Repair, 
Calibration, and Preventative Maintenance Requirements 
257-0-0015 Rev.0, 2/2/95 - Preparation of Reagents and 
Standards 
766-S-1001, Rev. 0, 12/28/94- Processing Samples Through the 
Sample Processing Laboratory (AC94-'0006) 
766-S-2001, Rev. 0, 2/28/95 - Dispositioning Samples from the 
ON-Site Laboratory to the KC-2 Warehouse 
AC95-0175, 12/12/95 - Drying and Grinding Solid Samples in 
Preparation for Laboratory Analysis 
AC96-0002, 2/16/96 - Sample Preparation and Analysis for 
Uranium Determination by ICP-MS 
AC96-0028, 3/14/96 - Management and Reporting of Analytical 
Laboratory Results 
EM-0002, Rev. 0, 9/25/95 - Chain of Custody/Request for 
Analysis Record for Sample Control 
ZW-004, Rev. 4, 3/24/95 - Satellite Accumulation Areas for 
Hazardous Wastes 
FD-1000, Rev 0.2, 5/4/94 - Sitewide CERCLA QA Project Plan 
MS-1001, Rev. 1, 2/15/96 - FERMCO Site Procedure System ** 
MS-1002, Rev. 0, 4/1/95 - Control of Plans and Internal 

RM-0012, Rev. 3, 11/30/94 - FERMCO Quality Assurance Program 
FERMCO (rough draft) "Plutonium Isotopic Determination in Soil 
by Alpha SpectrometryI8 

Reqirements Documents **** 
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FERMCO- (rough draft "Plutonium Isotopic Determination in Water 
by A i p h a  Spectrometry 
Alpha spectrometry lab printouts of quality assurance 
data and trace yield data 
Environmental Technical Services Division Temporary Document 
Index 

. .  .. .. , 
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0 6'72 
- -  APPENDIX B 

- -  - OBSERVATIONS = 196-09 

Requirement: RM-0012, 4.2.1 
A system shall be established and implemented to 
control preparation, review, approval, issuance, 
use, and revision of documents that establish 
policies, prescribe work, specify requirements, or 
establish design. 

Observation 1: Current procedures were not available in rooms 
where work processes are performed, e.g., 

- Sample Prep - Sample Log-in - Glassware Cleaning - Standards Prep - Analytical Methods (Visual Inspection) 
Procedures were available at work stations located 
near work areas. That is a new concept for lab 
personnel. During previous audits; uncontrolled or 
outdated procedures had been found in work areas; 
the work stations were added in order to maintain 
better control of documents. 

-- Observation2: - - The work card is legal, however, transferring data 
by hand adds a possibility of transcription error 
when an automated data system is available. 

Requirement: SCQ13.2 - Maintenance activities shall be 
documented in logs. 

. --- 

Discussion: 

Observation 3: 
-. . __- -.-- 

Preventive maintenance (PM) schedules are n o t  
available in all the PM documentation. PM has not 
been noted for the Berthold instrument &(Low Level 
Lab) PM schedules were available in the laboratory 
and were placed in the.  log . books. Corrected immediately. 

Requirement: RM-0012 8.6.1 = Establish chemical analysis 
controls for the test and examination services 
provided to support site restoration, environmental 
monitoring, and health programs. 

Observation 4: Randomly chosen standards were expired, could not 
be fully traced to NIST, or solutions for 
calibration were not traceable; acceptance limits 
for conductivity had not been established. All of 
these items were verified, traced to NIST, as 
required, therefore, this observation is closed. 

- 
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Observati-on- '5 : Several undated GFAA working standards were 
discovered in the inorganics laboratory. Dating of 
standards is required by SCQ section 12.4.,3.1. Note 
that this is different from using expired 
standards. 

-- - 

Observation 6: Although monthly pipet calibrations are required -- (per FERMCO memo that has not yet been made a part 
of the procedure), b p s e s  of multiple months were 
noted in the logbook. 

Observation 7: The FERMCO laboratory has no acceptance 
- _  requirements for calibrating thermometers as are 

required by RM-0012, section 8.5.1. 

Requirement: SCQ E.2.1.13 - Has laboratory and administrative 
programs in place which comply with the 
requirements of OSHA, e.g., MSDS, Chemical Hygiene 
Plan, Radiation Safety Program, and a Hazardous 
Waste Management Program 

Observation 8: Eye wash stations in Rooms 148 and 190 had 
- -  . inconsistent pressure: high pressure in one station 

(by the wall - 148), low pressure on one side (near 
the sink - 148) 

-- - 

Observation 9: Hood in Room 168 had a cracked front, FH 158A EF-1; 
Work order had been written. - .  . .  

Observation 10: A fire extinguisher was not evident in the SAA. 
P Corrected -- - immediately. 

Observation 11: Personnel records indicated both chemical hygiene 
and rad worker training were overdue for personnel 

Personnel were identified to ALS management. 
scheduled for training. 

Requirement: RM-0012, 5.3.1, SCQ 13.2 - Listing of spare parts 
necessary to minimize down time .. 

Observation 12: Spare parts lists for the analytical 
instruments were not provided. 

.- - 

. -  - .  . . .- 
- I  

_ _ _ -  -c- _- 

I 
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.. Side'l of 2 

I .  NONCONFORMANCE REPORT NUMBER: mh numbs m .UI@ b  bo PAM rhadmnm MmmbmcIlr .) 

2. TYPE OF NONCONFORMANCE REPOW Check ORSERVAllON if the identified condition has little or no 
impact on the quality of m item, the quality of w o k  or the reliability of doannentation.. An observation. if resolved, 

propam dcviafion which impacts the quality of  work or the Kliabihty of documentation.. Check DMA77ON for 

CORREcllyE A m 0 . N  REPORT if the condition npreseno trended deviations from specified requirements, a 

could lad to excellena in operations, Check F7NDfNG if the identified condition repmeno a procedural or 

hardwa i m  whm the condition rcprucnts a dcpamrrc h o r n  specified requkncna or specifications. Check 

programmatic breakdown, or a Significant Condition Advcnc to Quality. 

(Prcprrer Completes Blaclu 2 through 13) 

F46-006L 
OBSERVAnON I 1  

FINDING 14 
DEVIATION I 1  

c o R R E m  
ACIlONREPORT I I 

Nonconformance Report 

--- -- - -- - - - - - - __ __ --__. 
- -__ 
3. D A n  DISCOVERED: Enter the datc the nOnconfOrmMCC Was identified. 

4. RESPONSIBLE ORGANIZATION: Enter the Division (4a) and Dcpamncnt (4b.) of the 
organmon responsible for c o m m g  the nonconformance. (If know) A .  A 

5 .  RESPONSIBLE MANAGER: Enter the Division Manager (Sa) and D c p w n t  Manager (5b.) of 
the organization responsible for corrccthg the nonconformance. (If known) - I 

6. LOCATION: Identify the ROjcdActiVity where the nonconformance was observed (6a) also enter 6 6  - &u /fd&& 
L & P .  3 Hazard Category (6b.) (if know). I 

~~ 

7 ASSESSMENT ACTIVITY: Enter the type and number of the assessment that was being p a f o m d  7. 
when h e  nonconformance was idenaficd. (e.& Audit 195-19, QEP Number. Walk-through. e=.) U . S ? d  -09 

8. REQm-: (ideofy md Ouors rha requuunmt dirsaly ftom Qe drmmmt ( p m c z d ~ ~ ~  rpsnfismoa. dr8ma& dc) cbp bat  dscnba h a  l o c c p ~ a  m m  (br cbc iom or a m t y  ) 

4 "u ?$ ?] % ($8 Side 2 of this Form is Not Required for Observations 



I c . Side 1 of 2 Nonconformance Report Revision: - 

2. TYPE OF NONCONFORMANCE REPORT Check ORSlZRVAllON if the identified condition has little or no 
impact on the quality of an itan, thc quality of w o k  or the reliability of documentation.. An obscnation, if ~solvcd, 
could lead to excellence in operations. Check F7NDlNG if the identified condition represents a procedural or 
program deviation which impacts the quality of work or the reliability of documentation.. Check D M A n O N  for 
hardwan items when the condition r t p m o  a dcpamvC from specified q u k c m c n a  or spcifications. Check 
CORRECnYE ACTION REPORT if the condition rtprescno acndcd deviations from specified requirements. a 
programmatic brmkdown or a Significant Condition Advase to Quality. 

FSb- 0063 
O'~SERVATION I I  

FINDING I v l  

DEVIATION I 1  

c o R R E m  
ACTIONREPORT [ I 

~~ 

4. RESPONSIBLE ORGANIZATION: Enter the Divlsion (4a) and Dcpamnent (4b.) of the 
organization responsible for ComCting the nonconformana. (If known) 

5 .  RESPONSIBLE M A C E R :  Enter the Division Manager (Sa) and Depamncnt Manager (Sb.) of Sa 0 
3b. - the organization mponsible for coacting the nonconformance. (If known) - 

6. LQCATION: Identify the Project/Activity where the nonconformance was observed (6a) also cntcr 

' L J P  .7 Hazard Category (6b.) (if known). . 
,.- C .  

7 ASSESSMENT A C T M T Y :  Enm the typc and number of h e  assessment that wm k i n g  pcrfoncd 
when the nonconformance was idcntrfied. (c.g. Audit 195-19, QEP Number, Wdk-through. e&.) 

7. 

8. REQUIREMENIS: (ldmnfy d (korsd~~rrqvmmcnr d u d y  horn IbedoOlmcac(pmdum apcaficmolr dmmq, err) Cbmbsldocnbs tboceop~nss- farhnrmaurnv) 

I 
~ 

PERFORMANCE QUALlTY ASSURANCE EVALUATION 
r 

Side 2 of this Form is Not Required for Observations Q1440249 



. Side'l of 2 

(Prcprcr Completes Blocks 2 through 13) 

Nonconformance Report 1 R@slp:m 

3. 

2. W E  OF NONCONFORMANCE REPORT Check ORSEftVATION if the identified condition has little or no 
impact on rhc quality of an item, thc quality of w o k  or the reliability of documentation.. An observation, if molvcd, 
could lead to excellence in opaations. Chcck FIMlING if the identified condition WprrsenQ a proccdurai or 
program deviation which impam the quality of work or the reliability of documentation.. Check DEMA77ON for 
hardware item when the condition rrprrscntp a dcp- from specified r e q u k m Q  or specifications. Check 
COMC77YE AC77ON REPORT if thc condition represents trended deviations h o r n  specified requirements, a 
programmanc breakdown, or a Significant Condition Adversc to Quality. 

~~~ 

4. RESPONSIBLE ORGANIZATION: Entcr the Division (4a) and Dcpammnt (4b.) of the 
organization responsible for correcting the nonconformance. (If known) 

F46 - RA s4- 
I I  OBSERVATION 

FINDING 14 

DEVIATION I I  

CORRECTlvE 
ACTIONREPORT [ I 

~ 

5 .  RESPONSIBLE MANAGER: Enter the Division Manager (5a) and D c p m e n t  Manager (Sb.) of 
the organnation mponsible for comcting thc nonconformance. (If known) 

6. LOCATION: Identify thc PmjdActwity where the nonconformance was observed (6a)  also enter 
Hazard Catcgory (6b.) (if known). 

~ ~ 

7. ASSESSMENT AM: Enter the type and number of the asscJsmcnt that was being performed 
when the nonconformance was identified. (c.g. Audit 195-19, QEP Number, Walk-through. etc.) 

A L . 3  

I .  u 1396-09 

9 NONCONFORMANCE: (Fully -be the narmnfomunm u II relata to the qu-o (Use rupplerrntd t b a n  u ) 

I PERFORMANCE QUALlTY ASSURANCE EVALUATION 

~~ 

25. RESPONSIBLE MANAGER RESPOND BY: (Date) 



. Side'l of 2 

(Prepam Compkta Blocks 2 throogb 13) 

Nonconformance Report 

I f q b  -00 6 6  1. NONCONTORMANCE REPORT NUMBER: mu lumb~ in uim by Tba PmA kom&mma M m i n i . )  

2. TYPE OF NONCONFORMANCE RwK)RT: Chcck OLISERVA77ON if the identified condition has little or no 
impact on the quality of w a thc quality of work or the reliability of documentation.. An observation, if resolved, 
could lead to excellma in operations. Check FIWfNG if the identified condition repmen& a procedural or 
program deviation which impeap the quality of work or the reliability of documentation.. Check DEVIATION for 
hardware i tem whcn the condition represents a depMure h m  specifkd requirements or specifications. Check 
CORREc71yE AC77ON REPORT if the condition ~ p m c n t s  mnded deviations h m  specified requirements, a 
progrmmatic breakdown. or a Significant Condition Adverse to Quality. 

~~ ~ 

4. RESPONSIBLE ORGANIZATION: Enter the Division (4a) and Dcpamncnt (4b.) of the 
organaarion responsible for comcting the nonconfomumce. (If known) 

OBSERVATION I 1  

FINDING I t t '  

DEVlAllON I I  

coI€RE<JITvE 
ACTIONREPORT I I 

~~ ~ 

5.  RESPONSIBLE MANAGER: Enter the Division Manager (Sa) and Department Manager (Sb.) of 
thc organizauon responsible for coacting the nonconformance. (If known) 

6. LOCATION: ldcntlfy h e  ROjedActivity whcrc the nonconformance was observed (6a) also enter 
Hazard Category (6b.) (if known). 

7. A C I W T N :  Enter thc type and number of the Bssessmcnt that was being pcrfomd 
when the nonconformance was identified. (c.g. Audit 195-19. QEP Number, Walk-duough, ea.) 

Side'2 of this Form is Not Reauired fo_rObservation? 



------ 

Side 1 of 2 Nonconformance Report b 

(Preprcr Complete BkcLtr 2 through 13) 

2. TYPE OF NONCONFORMANCE REPORT Check OR9ZRVATION if the identified condition hap little or no 
’mpaa on the quality of M item. the quality of work or the reliability of documentation.. An observation, if molved, 
could lead to excellence in opcrstiorn. Check FINDfNG if the identified condition represents a procedural or 
program deviation which impacts rhe quality of work or the reliability of documentation.. Check DEWATION for 
hardware items when the condition rcprcxnts a d c p m  6um specified requircmcnts or specifications. Check 
CORR€mVE ACJ7ON REPORT if the condition represents trended deviations from specified requirements. a 
programmatic breakdown. or a Significant Condition Advem to Quality. 

OBSERVATION I 1  

FINDING 14 

DEVIATION’ I I  

CORRECrryE 
A(JIIONREP0RT I I 

/ / --_ - 
4 RESPONSIBLE ORGANIZATION: Enter the Divlsion (sa)  and D c p m c n t  (4b) of the 

organlzatton responsible for comCang the nonconformance. (If known) ab:-- -- 
8. REQUIRE-: (ldmnfy .od QuDts h e  roquuunma duuIty horn he dmrmma @aadum rpcclfim108. bmnb e ~ )  tba kn dcrcnbs Iba u-8 - for du mVw ) 

I 1. Phone: 13. Date: + hs%Y 12. mil stop: 4 3  
Rtpr*KneatnC)  

10. PREP& B Y  

PERFORMANCE QUAlsry ASSURANCE EVALUATION I 

3.0 c L; L * 22. DATE: 

24. DATE: 

23C. DATE: 

(PlQA Rcprrvnprivo tba -fornuam Repon Numbs horn the P/QA 25. RESPONSIBLE MANAGER RESPOND BY: (Date) 
Nonwnfomuaa AdmiakmPa d m m  the number in Bbcf I h v c )  

4370 (Rev. 02/27/96) (Send this repon to the Dismbution List provided in paragraph 7.4.14 in QA-OOOI) 

Side 2 of this Form is Not Required for Observation? 0 :I 1 Q--a 
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- Side 1 of 2 Nonconformance Report 
(Prcprnr Cornpieta Blocks 2 through 13) 

6 ,,,,..:a 
I .  NONCONFORMANCE REPORT NUMBER: CIbm lnt~lbr mipat by ~ b .  PQA hordawm Muurmm=) 

~~ _~ 

2. TYPE OF NONCONFORMANCE REPORT: ChKk ORSERVAl7ON if the idcntificd condition has little or no 
impact on the quality of en item, the quality of work. or the reliability of docummoation.. An obscrvsfion. if molvcd, 
could lead to cxcellcna in operations. Check FINDING if the identified condition represents a procedural or 
program deviation which impaCa thc quality of work or the reliability of documentation.. Check DEVIATION for 
hardware items when the condition represents a dcpamrr~ from specified requirements or specifications. Check 
CORREcnVE ACRON REPORT if the condition rrpmcnts mnded deviations h m  specified requirements, a 
programmatic breakdown, or a Significant Condition Adversc to Quality. 

OBSERVATION I 1  

FINDING 14 
DEVIATION I 1  

c o m m  
ACTIONREPORT [ I 

I I 

-. ------___ 
4. RESPONSIBLE ORGANIZATION: Enter thc Division (4a) and Depamncnt (4b.) of hi--------- - 

organization responsible for comfting the nonconformance. (If known) 

5 .  RESPONSIBLE MANAGER: Enter the Division Manager (Sa) and Department Manager (5b.) of 
the organuation responsible for comcting the nonconformance. (If known) 

6. LOCATION: ldenafy the hOjCct/A&ity w h m  the nonconformance was observed (6a) also enter 6 
Hazard Category (6b.) (if known). 

7. A S S E s s M  ACIWITY: Enter the type and number of the assessment that was being performed 
when the nonconformana was identified. (e.& Audit 195-19, QEP Number, Wdk-through, e@.) 

7. 

~ 7 6 4 7  
I 

f f  W W V 

IO. PREPARED BY: 11. Phone: 53 7 I 12. Mail stop: & I 13. Date: 
Rlnal  Of mU I'CWntO mC P/oA DKCSCIIUIIVC) 8 1  . .  - .  

I PERFORMANCE QUALITY ASSURANCE EVALUATION 

1 
~~ 

(PIQA Reprscnuuve obllla) the Nonwnfomvneo Rcpon Numbs Imm the PIQA 25. RESPONSIBLE MANAGER RESPOND B Y  (Date) 
Nonmnfomunac Adminutnmr rad m M  the numba IO B&t I 
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